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KURT A. KLAUSNER. 5811
KEVIN P. KLINGENBERG. 6556
FREDERICK D. KLUG. 4270
ANDREW Q. KNAPP. 0670
GASTON R. KNIGHT. 0630
ALAN P. KNOPF. 3399
MARK E. KOECHLE. 6484
RICHARD C. KOLOIAN. 2070
VENKATRAO KONERU. 5876
DOUGLAS J. KOSKI. JR.. 1075
JEFFREY J. KOSS. 2060
JAMES B. KOTOWSKI. 1518
JEFFREY KRAUSERT. 8028
JOHN P. KROGMAN. 7008
MARK F. KRUSAC. 3315
MICIIAEL KUKULSKI. 3119
KRISTINA D.I. KULAAS. 1131
MARK R. KUSCHEL. 8796
MARSHA J. KWOLEK. 3787
ROBERT D. LAFEBRE. 3363
GARY J. LAMMERS. 1523
PAUL S. LAND. 4596
DONALD R. LANDING. 7071
DAVID A. LANDRY. 7190
CHRIS S. LANE. 5560
GARY W. LANE. 6568
RICHARD A. LANE. 2718
JIMMY L. LANGLEY. JR.. 6619
RICHARD W. LAVERONE. 7308
THOMAS E. LAWRENCE. JR.. 2192
TIMOTHY S. LEAPTROTT. 5614
DANIEL K. LEAR. 7910
RODNEY L. LEATHERY. 03-27
NORMAN R. LECLAIR. 3313
CHRISTOPHER B. LECRAW. 0811
DAVID S. LEDIN. 9251
DAVID C. LEE 8891
TERENCE B. K. LEE. 5423
RODERICK W. LEES. 5823
DOUGLAS W. LEFFORGE. 3405
LEE J. LEHMKUHL. 7938
ROXANNE L. LEHR. 4685
RICHARD W. LEIBACH. 3930
JOHN W. LENT. 6937
SHERON R. LEONARD. 1222
JOSEPII P. LEPANTO. 8961
ROBERT P. LEROUX. 2103
MARK J. LEWAKOWSKI. 2405
ALFRED M. LEWIS. 8127
MICHAEL LEWIS. 4324
ERNEST R. LIBERATORE. JR. 0218
JOHN C. LIBURDI. 8489
MICHAEL J. LICATA. 1363
THOMAS R. LIES. 1883
JOHN S. LILLY. 9233
STEPHEN J. LINSENMEYE.R.R. 4997
MARK F. LIST. 6611
RODNEY K. H. LIU. 9695
DARRELL A. LIVINGSTON. 7266
PAUL S. LOCKHART. 8833
ROSEMARIE M. LOERAKKER. 0602
JEFFREY G. LOFOREN. 4976
JAMES C. LONG. 8775
JAMES T. LONG. 1840
JOHN A. LOPER. 9001
KEVIN W. LOPEZ. 7294
PAUL hM.LOUGIINANE. 2352
WILLIAM P. LOVELACE. 1017
MARY J. LOWE. 1186
ROBERTA R. LOWE. 2395
MARC A. LUIKEN. 6020
GEOFFREY T. LUM. 0421
DONALD A. LUNDIE. 3349
TIMOTHY T. LUNDIN. 9179
TERRY L. LUST. 4638
MICHAEL C. LOTS. 6658
RUSSELL T. LUTTON. 7050
GREGORY R. LYNCH. 7788
KENNETH O. LYNN. 9080
MITCIELL S. LYONS. 4951
TAMARA C. MACKENTHUN. 3481
WILLIAM C. MACKINZIE. III. 6056
BRIAN R. MADTES. 7752
ROBERT J. MAHONEY. 1114
GREGORY J. MAIN. 1391
SHERMAN A. MALONE. 3544
LAWRENCE E. MANNING. JR. 1667
LEONARDO J. MANNING. 4116
THEODORE J. MANOLAS. JR. 2695
MICHAEL A. MARCINIAK. 3006
DANE A. MAROLT. 4956
DAVID P. MARONE. 6729
CALVIN T. MARTIN. 7132
EDWARD B. MARTIN. 4698
KEVIN L. MARTIN. 5478
WILLIAM H. MARTIN. JR. 8322
LOUIS J. MARTUCCI. 4533
CALVIN B. MASON. 8666
ANN M. MATONAK. 6499
DENNIS O. MAY. 5805
STEPHEN M. MAYBERRY. 7626
STEPHEN O. MCALLISTER. 6529
DANIEL E. MCCABE. 0279
BARRY L. MCCALL. 6896
EARL V. MCCALLUM, JR. 9111
KEVIN P. MCCANDLESS. 7918
DAVID R. MCCARTHY. 0003
MARK R. MCCAUSLAND. 5714
ROBERT S. MCCORMICK. 1186
WAYNE L. MCCOY. JR. 3377
LINDA K. MCCULLERS. 4623
ROBERT K. MCCUTCHEN.JR. 8280
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JERRY C. MCDANIEL. 7340
KENNETH C. MCDANIEL. 8298
WILLIAM M. MCDANIEL. 2298
JOIIN R. MCDONALD, 6559
ROBERT F. MOENIRY. 34011
ANNE E MCGEE. 1351
IICHARID M. MCGIVEIRN. 3328
MICHAEL A. MCGOVERN. 1152
LAMBERT R. MCGRATII. III. 6325
GRE(IORY A MCINTYRE 9910
WILLIAM L. MCINTYRE. 4127
STEVEN E. MCKAY. 1055
CYNTHIA A. MCKINI.EY. 8913
JAMES 11. MCKINNEY. JR. 82(04
JAMES K. MCLAUGIIIIN. 5691
CHARLES G. MCMIILAN. 8862
MICHAEL B. MCMILLAN. 2763
BEVERLY Y. MCNAIR. 2601
MICHAEL It. MCPHERSON. 7379
JOSEPH M. MCWILLIAMS. 6051
JOSEPH MEANS. JR. 2292
PHILIP L. MENTHE. 2114
DAVID C. MERKER. 3653
ELLEN MERKLE. 2136
JOHNNY E. MERRICK. 6701
LYNNANNE MERTEN. 0359
SAMUEL II. METZLER. 6835
KEITH A. MICHEL. 8401
MICHELE MIDDLESWORTH. 9781
MARK R. MILARDO. 8350
FRANK M. MILES. JR. 9157
JOHINK. MILKS. 0829
DAVID A. MILLER. 0886
DENNIS M. MILLER. 9917
JOEL E. MILLER. 0567
MARCUS S. MILLER. 3906
MARK A. MILLER. 6474
SCOTT A. MILLER. 5306
STEVEN F. MILLER. 608
KENNETH D. MILLS. 4762
WILLIAM H. MILTON. 4259
TIMOTHY R. MINISH. 1714
THOMAS .1.MIRA. 0203
JONI L. MIRANIA. 1782
KEITII G. MISSAR. 5926
DAVID E. MITCHIELL. 6688
MICHAEL .. MIXON. 0387
RONALD A. MOELLER. 6320
STEVEN J. MOES. 4905
MARILEE A. MOLK. 5965
JAMES P. MOLLOY. 3524
RICARDO MONTANEZ. 6182
PAUL J. MONTGOMERY. 7(181
TODD L. MONTGOMERY. 8932
GREGG MONTIJO. 3638
LLOYD B. MOON. JR. 1859
CHRISTOPHER I.. MOORE. 6530
DAVID A. MOORE. 6800
MICHIIAELA. MORABITO. 7211
I.EWIS C. MORANT. 0352
MICIAEL J. MORGAN. 2497
WILLIAM A. MORGAN. 5530
DEATRIX M. MORRIS. 0011
JOHNNY M. MORRIS. 2792
ROBERT M. MORRISON. 2978
STEPHEN E. MORRISSEY. 4415
JUDITH B. MOSES. 10503
IEONARD S. MOSKAL. 0888
STEPHEN J. MOSS. 5667
GREGORY D. MOULTRIE. 0828
PAUL A. MRAZIK. 6869
MARK R. MUEI.LER. 1610
STEVEN C. MUHlS. 5298
JULIE A. MULVEY. 6172
STEPHEN M. MULVEY. 7103
SERGIO C. MUNIZ. 2228
JAMES MUNN. JR. 89113
MICHAEL A. MURAWSKI. 6681
ANDREW R. MURPIIY. 8080
KENNETH A. MURPHY. 0162
MARK D. MURRAY. 3853
JAMES W. MYERS. 3417
PAUlI L. MYERS. III. 5387
JAMES J. NALLY. 9003
WILLIAM MI.NAPOLITANO. JR1. 5157
ROBERT T. NAUER. 4608
IICHIARD G. NAUGHTON. 6156
DAVID NEGRON. JR. 8858
ANGELA NELSON. 3902
DEAN A. NELSON. 6152
DOUGLAS A. NELSON. 8212
ERIC G. NELSON. 3012
RANIAL S. NELSON. 2303:
RANDY E. NELSON. 5159
SYLVIA S. NELSON. 5129
ALLAN S. NETZER. 7031
.JOHN M. NEUHAUSER. 53.
ANDREW h. NICIIOLS. 5829
WILLIAM B. NIXON. 1365
ROBERT C. NOHRN. 9111
ROBERT C. NOLAN. II. 1642
JAMES O. NORMAN. 0087
THOMAS J. NORTH. 6959
MICHAEL NOSTRAND. 3761
PIILIP M. NOSTRAND. 7069
GREGORY P. NOWELL. 6173
DAVID II. NUCKLES. .11l,4167
WILLIE G. NUNN. 9115
ANGELO M. NUZZO. 5217
JAMES J. OAKLEY. 9553
ERIC M. OCONNELL. 7166
RANDY A. OCONNOR. 6331
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MATTHEW C. OETKEN. (188
THEODORE P. OGREN. 6638
MARK A. OIIAnt. 3925
LOUIS W. OLINTO. 3175
THOMAS R. OLSEN. JR. 7626
DAVID P. OLSON. 6379
GORDON A. OLVERA. 1990
JAMES ONEAL. JR. 8493
BEVAN It. ORME. 5708
STEVEN R. OTTO. 4127
GREGORY A. OVERBY. 1422
DOUGLAS D. OWEN. 9505
JAMES G. OWENS, 5779
JOEL R. OWENS. 5123
ROXANN A. OYLER. 1821
DAVID C. PACKHAM. 0869
MICIHAEI. R. PAICE. 4659
CHARLES A. PALDANIUS. 2146
THOMAS A. PALMER. 8393
ROGER hM.PALMISANO. 8615
WADE M. PALMORE. 5661
THOMAS I). PARKER. 1351
TODD J. PARKER. 0772
CIIARLES E. PARKS. 7313
EDWIN T. PARKS. 0668
DAVID L. PARRIIS. 0602
ERNEST L. PARROTT. 8793
DEIORAH J. PARSON. 9678
GREGOIY F. PATTERSON. 7155
CHARLES C. PATTILLO.
.JR. 3283
WILLIAM J. PAULK. 9652
MAXINE J. W. PAULSON. 4208
MICHAEL A. PAVLOFF. 5519
LOWELL B. PECK. 7215
ROI)NEY Ml. PEDERSEN. 6939
CHIRISTOPHER E. PELC. 4418
JOSEPH PELCIIAR, 2049
SHIRLEY L. PERALES. 8307
ALAN J. PERDIGAO. 3608
JOSEPH A. PERDUE. 5655
GEORGE PERKINS. 2697
MARK C. PERKINS, 2309
JOHN .1. PERI.EONI. 8137
PH1IILIP I.. PERRY. 1531
BARBARA A. PETERS. 6161
DAVID E. PETERSEN. 3591
ALAN B. PETERSON, 2997
IANDAILL C. PETERSON. 3070
WILLIAM E. PETERSON. 9866
WILLIAM .J. PFAU. 3:99
EDWARD J. I'IIILIPIS. 6506
THERESA MARY PHILLIPS. 6490
IIOSEA L. PICKETT. 5185
STEVEN A. PIETRUSZKA. 8185
ANTHONY S. PINO. 3684
ALFRED L. PITTS. 0113
DAVH) E. PLANT, 0210
JONATHAN II. PLOTT. 5670
NICOLE II. PLOUIIDE. 0851
GARY L. PLUMB. 3313
JAMES P. PLYI.ER. 5929
JAMES B. POCOCK. 1977
ROBERT D. POLLOCK. 0766
ROBERT N. POIUMBO. 7293
GARY W. POND. 3377
BILL POPE. 3551
MARK A. POPE. 0279
PAUL M.IPORONSKY. 5718
CHARLES H. PORTER. 1696
RUSSELL L. PORTER. 3152
KENNETH O. PORTIS. 3796
JAMES N. POST. III. 91192
NATIIANIEL T. POSTELLE. !250
NORMAN D. POTTER. 3797
JOHN D. POUCIIER. II. 9599
THOMAS J. POWERS. 1318
DARRELL J. PRATT. 2718
WILLIAM B. PRICE. 8385
TIIORNTON E. PRIEST. JR. 8518
DENNIS C. PROKOPOWICZ. 5798
MICHAEL L. PRUCEY. 5922
JAMES E. PUGH. 5408
MARVIN S. PUGMIRE. 7378
MARY L. PURDIUE. 3878
VINCENT F. QUINN. 2703
DELPHINE MARIA RAFFERTY. 3006
FOWIER O. RAGLAND. JR. 0441
GIENIA P. RAICHLEN. 6614
DOUGLAS J.IIRAIEY. JR. 2381
LEONARD II. RAK. 8933
lUIS A. RAMIREZ. 3114
LOUIS G. RANHOFER. JR. 0190
CHARLES P. RAUPACH. 9591
SHIRLEY A. RAWLS. 9170
STEVENSON L. RAY. 8203
MICHAEL K. REAGAN. 1551
TIMOTHY P. REAGAN. 8884
NORMAN W. REECE. 5895
BRUCE A. REED. 5368
DOUGLAS .I. REED. 6157
ROBERT E. REIIBEIN. 2485
JOSEPHI L. REIIM. 0119
RICHARD B. REIIS. 5811
JACK L. IEIMANN. 6231
JERRY RENNE. 7111
L.ARRY L. REXFORD. 7010
CURTIS I. REYNOLDS. 0713
RICIIARD A. REYNOLDS. 6021
PATRICK L. RHODE. 7223
WILLIAM II. RIIODES. JR. 6197
DON K. RIIUDY. 1503
IOBERT E. RICCI. 6461
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DAVID L. RICHARDS. 4933
CAROLYN E. RICHARDSON. 8489
EDDIE L. RICHARDSON. 2481
JOHN C. RILEY. 6597
TIMOTHY J. RINdON, 5621
TIMOTHY P. RINGDAHL, 5414
DENEAN P. RIVERA. 9638
HECTOR V. RIVERA. 4982
TINA G. RIZZO. 5338
LARRY E. ROAN, 7833
DARRYL L. ROBERSON. 7665
REID A. ROBERTS, 1975
WILLIAM E. ROBERTS, II. 8143
ALBERT L. ROBERTSON. JR. 1370
THOMAS E. ROBICHAU. 5721
STEVEN W. ROBINETTE. 0579
CHARLES M. ROBINSON. 5617
LORI J. ROBINSON. 4018
RICHARD A. ROCLEVITCH, 4297
JOHN ROGERS, 5898
JOSEPH T. ROHRET. 9609
MARK A. ROLING, 1812
CALVIN J. ROMRELL. 6973
SUSAN B. ROSE. 1944
TIMOTHY J. ROSE. 5089
THOMAS E. ROSENSTEEL. 1928
DUANE P. ROSS, 9377
RAYMOND J. ROTTMAN. 6440
STEVEN A. RUEHL, 1186
STEVEN A. RUGGLES, 8157
KEVIN E. RUMSEY. 2096
GARY W. RUSSELL. 4505
JOSEPH D. RUTKOWSKI. 5857
COLLEEN M. RYAN. 5129
MICHAEL C. RYAN. 7046
FREDERIC C. RYDER. 6618
RUSSELL E. SACKETT. 5536
PAUL D. SADOWSKI, JR. 7368
MAURICE E. SALCEDO. 5058
DAVID H. SAMMONS. JR, 6036
JAMES F. SANDERS. 1702
STEPHEN J. SATAVA. 0093
MARK T. SATTERLY. 3107
DAVID C. SAUTTER, 7710
STEPHEN D. SAWYER. 4808
JOHN J. SCANLON. 1372
LARRY J. SCHAEFER. 2400
SCOTT H. SCHAFER. 6446
ALFRED C. SCHARFF. 0043
FRED S. SCHEPPELE. 0459
JOHN M. SCHIAVI, 5361
DAVID P. SCHILLER, 6211
MAX M. SCHINDLER, 2381
THOMAS J. SCHLUCKEBIER. 1728
OLIVER E. SCHMOKER. III, 6467
CHARLES J. SCHNEIDER. 7185
JAMES S. SCHOENEMAN. 7476
SHEILA L. SCHROCK. 3508
SCOTT G. SCHROEDER. 8432
DONALD R. SCHUBACK. JR, 7443
PAUL A. SCHUBERT, 9980
JOHN F. SCHULTE. 2712
BERNARD A. SCHWARTZE, 6962
JOSEPH H. SCIWARZ, 9619
JAMES A. SCHWINDT. 7975
JAMES M. SCIFRES. 1532
GEORGED. SCISS. 0342
DAVID A. SCOTT. 2549
PAUL L. SCOTT, 3895
ROBERT W. SCOTT. 6524
REBECCA N. SEEGER. 0377
WILLIAM D. SELLERS. 5805
RUSSELL J. SEVERINO. JR. 3776
JEFFERSON L. SEVERS. 4514
LEON A. SHAFER. 9805
JAMES D. SHAFFER, 5015
ROBERT H. SIIAMBLIN. 3251
JOHN N. T. SHANAHAN. 0336
KENNETH M. SHARPLESS. 0507
DEBRA A. SHATTUCK. 5075
RICHARD G. SHAUGHNESSY. 0689
MARK D. SHEEDY. 8833
JOHN J. SHELPMAN. JR. 0002
WILLIAM L. SHELTON. JR. 7381
MICHAEL M. SHEPARD, 9404
SETH D. SHEPHERD. 0917
ROBERT S. SHEROUSE. 1173
JOHN R. SHROYER. 3977
PAUL D. SIEVERT. 6420
MICHAEL O. SILAS. 1574
KEVIN J. SILVA. 8291
ROBERT C. SILVA, 5489
MICHAEL A. SILVER. 8573
JOHN D. SILVIA. 7591
DONALD E. SIMMONS. 7055
THOMAS L. SIMPSON. 9152
ERIC N. SINGLE, 1474
KEITH D. SINGLETON. 1634
ROBIN C. SITES. 6255
LARRY C. SKOGEN, 0651
RANDALL A. SKOV. 0834
ALBERT L. SLY. 8875
LEONARD C. SMALES. 0289
DAVID R. SMITH. 0374
GREGORY A. SMITH. 3094
HULAND C. SMITH. 0201
JAMES E. SMITH. 6559
JEFFRY F. SMITH, 2988
KENRIC SMITH, 7131
KEVIN B. SMITH, 2553
STEWART C. SMITH, 8679
TIMOTHY J. SMITH, 3803
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HARRY L. SNODORASS. 3257
WILLIAM R. SNOW. 3259
MARK E. SNYDER, 8561
JOHN L. SOKOLSKY. 9748
DAVID F. SOLOMON. 4603
DONALD G. SOMERVILLE, 4865
BAXTER L. SOSEBEE. 2599
TERENCE J. SPANN, 6396
DON W. SPARKS. 6225
WILLIAM X. SPEIGHT. JR. 1561
MARTIN J. SPITEK. 9427
JEFFREY W. SPRAGOINS. 8592
ANITA K. SPRINGER. 1236
TIMOTHY M. SPRINGER. 4490
DANA M. STABIN. 5899
KEITH B. STACHOWSKI.7049
ROBERT J. STAIB. 2479
ELLEN J. STALEY. 0181
ROBERT M. STAMBAUGH, 8170
EDWARD M. STANHOUSE. 7992
MICHAEL W. STANSBURY. 6805
WENDELL T. STAPLER, 9390
CLARENCE B. STARK, II, 5873
JOHN D. STAUFFER, 8281
KERMIT L. STEARNS. II. 9554
LARRY STEELE. 7912
CAREY A. STEGALL. 6027
JOSEPH V. STEPHANS. 5503
ERIC J. STEPHEN, 9134
WILLIAM D. STEPHENS. 8733
GREGORY A. STEVENS. 7042
ROBERT K. STITH. 1981
GREG J. STOCK. 3878
LOWELL J. STOCKMAN. 0546
MICHAEL R. STOCKWELL. 7295
RALPH 0. STOFFLER, 4447
RICHARD E. STONE, 3855
KURT A. STONEROCK, 0018
BRIAN W. STORCK. 2405
MICHAEL S. STOUGH, 1317
ROBERT A. STOWE, 3489
ROBERT L. STRADFORD, 2750
DAVID A. STRAND. 2962
JOHN R. STRASBURGER. II, 7793
SUSAN E. STREDNANSKY. 6966
XAVIER L. STREETER, 0310
PAUL C. STRICKLAND. 0859
ANTHONY B. STRINES, 0718
ELISABETII J. STRINES, 1641
PATRICK A. STROMAN. 0210
RUTH A. STRONG, 4476
THOMAS R. STULL. 0659
JAMES L. SULLIVAN. 6936
SHANNON M. SULLIVAN. 1608
MARK J. SURINA. 0952
CHARLES D. SUTHERLAND. 6105
CRAIG O. SUTTON. 8570
PHILIP A. SWANSON. 3536
EDWIN C. SWEDBERG. 8421
WILLIAMR. SWEGER. JR. 7165
CHRISTOPHER L. SWIDER. 0910
TERRENCE C. SYKES, 9952
GERALD E. SZPILA, 4503
GREGG F. TANOFF, 9516
STEPHEN M. TANOUS, 2585
JAMES K. TATUM, 1492
CLINTON E. TAYLOR, 0717
JOHN R. TAYLOR. 2308
JOHN R. TAYLOR. JR. 3722
KERRY W. TAYLOR. 7731
TIMOTHY S. TAYLOR. 3574
KURT A. TEMPEL, 6391
JOSEPH MICHAELTERRY. 0060
DEAN THEODOSAKIS, 6362
BOB J. THOMAS, 6989
KENNETH L. THOMAS. 4504
LEE E. THOMAS, 5192
ANTHONY C.THOMPSON. 6165
DONALD W. THOMPSON. 2636
GEORGE L. THOMPSON, 7812
JEFFERY G. THOMPSON, 3152
JOHN F. THOMPSON. 3497
DAVID W. THORSEN, 3447
CARL D. THUNBERG. 5853
TERRY D. TICHENOR, 1041
ROBERT E. TILLEMA. 8849
KELLY TIMMONS. 8663
THOMAS L. TINSLEY. 0430
STEVEN M. TIPPETS. 3134
RICHARD C. TOLLINI. 6418
THOMAS G. TOMARAS, 1650
FRANK G. TOMKO. 5233
ROBERT R. TOPP. 2311
GEORGE TORRES. JR. 5093
JUAN TORRES. JR. 7988
JOSEPH A. TORSANI, III. 7230
THOMAS J. TRASK, 6283
KIM C. TRAVER, 1265
RUSSELL W. TRAVIS. 1925
TIMOTHY N. TRAVIS. 2263
DAVID B. TREAT, 9178
BENJAMIN D. TROTTER. 3718
DAVID P. TROT'IER. 7067
CARL E. TROUT, 8676
ALAN B. TUCKER. JR. 9367
JOSEPH R. TURNAGE. JR. 6506
MARK L. TURNER. 7759
COUNT B. TYE. JR. 7719
CLIFFORD P. UEHLIN, 5524
JEFFERY A. URIE. 6068
JAMES W. URSCHELER. 5575
JOHN C. USTICK, 8054

VINCENT C. VALDESPINO. 1044
ROBERT M. VALEK. 4336
WILLIAM D. VALENTI, 4790
PAUL A. VALENTIC. 3463
BURTON L. VANDENBURG.7801
RICHARD S. VANDERBUROH. 7631
DEBORAH S. VANDEVEN. 8806
MARK D. VANHEYNIGEN. 6955
CAROL L. VAUGHT. 6747
RICHARD G. VAUGHT. 3799
VICTORIA A. VELEZ. 8554
JOHN R. VENABLE. 6168
DARRELL M. VENTURE. 2195
GONZALO I. VERGARA. 3923
GREGG K. VERSER. 3239
ROSS A. VICTOR, 6913
ERIC VINCENT. 5991
STEPHEN W. E. VINCENT. 4566
TIMOTIY D. VINOSKI. 9074
RUSSELL A. VOGEL. 0949
KEITH A. VRAA. 4354
DANIEL VRSNIK. 8698
GLENN A. WADDELL. 0637
MICHAEL F. WAGNER. 0185
RONALD J. WAGNER, 9814
STEVEN D. WAGNER, 5363
DAVID M. WAHL. 8617
MARK T. WALDRON, 8377
EARL WALKER. 3475
PAUL C. WALKER. 8982
TRACEY A. WALKER. 1049
ERNEST E. WALLACE. 3187
EDWARD T. WALSH. 2111
STEPHEN J. WALSH. 8389
RONALD G. WALTERS. 3927
PAUL D. WALTON. 5771
WALTER W. WANNER. JR. 9225
JOSEPH S. WARD. JR. 3284
MARYMARGARET S. WARD, 9938
TED W. WARNOCK. 4413
JOE L. WASHINGTON. 8701
ROBERT M. WATKINS. 2507
DONALD S. WATROUS. 0485
ROBERT D. WATSON. 3922
DAVID D. WATT. 3234
BRYAN L. WAUGH. 1049
DYKE D. WEATHERINGTON. 0933
ERNEST G. WEEKS. 1708
JOSEPH L. WEONER. 3305
JOHN D. WEIDERT. 2745
ROBERT F. WEILAND. JR. 2961
STEPHEN P. WEILER. 9676
GUY W. WELLS. 3843
JAMES G. WELTON. 7617
MATHEW S. WENGLER. 5363
JAMES E. WEST. 3427
SCOTT D. WEST. 3153
JEFFERY L. WESTERN. 3716
RICHARD T. WESTLAND. 2032
RUSSELL MARK WETZEL. 2619
JOSEPH F. WHALEY III, 8687
CURT L. WHEELER. 4288
JOEL D. WHEELER. 9585
RICHARD J. WHEELER. 0325
ROBERT E. WHEELER. 8148
MARTIN WHELAN. 7976
ROBERT K. WHITAKER. 9083
YULIN G. WHITEHEAD. 2366
JERRY D. WHITLEY. 8701
MARCELLUS J. WHITT. JR. 1569
JON W. WICKLUND. 7585
GARY M. WILBAS. 4854
ERIC J. WILBUR. 5587
TERRY E. WILLETT.
ROBERT J. WILLHITE. i972
JAMES D. WILLIAMS. 0156
JOHN E. WILLIAMS, 6511
MARIANNE T. WILLIAMS. 5652
TERRY W. WILLIAMSON, 1489
DAVID J. WILMOT. 8479
BRET T. WILSON. 1495
JAMES R. WILSON. 9146
MONICA A. WILSON. 4554
ROBERT A. WIND. 0208
MICHAEL P. WINSLOW. 9312
DONALD L. WIRTH, 5131
RICHARD L. WOJICK. JR. 5904
JOHN R. WOODCOCK. 8837
ELDON A. WOODIE. 0365
JEFFREY S. WOOLSTON. 9034
WILLIAM N. WOOTTON. 1269
EDWARD G. WORLEY. 6798
JOSEPH WOTTON. 4806
CELEO WRIGHT. 9899
ROBERT F. WRIGHT. JR. 3349
DONALD E. WUSSLER, JR, 2090
PETER R. WYMAN. 4365
CHARLES E. WYNNE. 0584
MARK D. YAKABE, 5276
GARY E. YALE, 7981
SEAN M. YERONICK. 8727
STEPHEN M. YOUNG. 7412
JEFFREY YUEN. 5336
LYNN M. ZABKAR. 5889
FELIX A. ZAMBETTI. III. 8245
CLIFFORD A. ZAPF. 0209
DARRELL P. ZELKO. 2516
RICHARD E. ZIEBARTH. 8526
DAVID W. ZIEGLER. 1096
DAVID A. ZIOMEK. 3878
ROBERT J. ZYRIEK. II. 3993
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HOUSE OF REPRESENTATIVES-Tuesday,
The House met at 9 a.m. and was
called to order by the Speaker pro tempore [Mr. PACKARD].

DESIGNATION OF SPEAKER PRO
TEMPORE
The SPEAKER pro tempore laid before the House the following communication from the Speaker:
WASHINGTON, DC,

October 7, 1997.
I hereby designate the Honorable RON
PACKARD to act as Speaker pro tempore on
this day
NEWT GINGRICH,

Speaker of the House of Representatives.

MESSAGE FROM THE SENATE
A message from the Senate by Mr.
Lundregan, one of its clerks, announced that the Senate had passed
bills of the following titles, in which
the concurrence of the House is requested.
S. 590. An act to provide for a land exchange involving certain land within the
Routt National Forest in the State of Colorado; and
S. 750. An act to consolidate certain mineral interests in the National Grasslands in
Billings County, North Dakota, through the
exchange of Federal and private mineral interests to enhance land management capabilities and environmental and wildlife protection, and for other purposes.
The message also announced that
pursuant to Public Law 99-498, the
Chair, on behalf of the President pro
tempore, appoints Charles Terrell, of

Massachusetts, to the Advisory Committee on Student Financial Assistance for a 3-year term effective October 1, 1997.

MORNING HOUR DEBATES
The SPEAKER pro tempore. Pursuant to the order of the House of January 21, 1997, the Chair will now recognize Members from lists submitted by
the majority and minority leaders for
morning hour debates. The Chair will
alternate recognition between the parties, with each party limited to 25 minutes, and each Member except the majority leader, the minority leader, or
the minority whip limited to 5 minutes, but in no event shall debate extend beyond 9:50 a.m.
The Chair recognizes the gentleman
from Massachusetts [Mr. MCGOVERN]
for 5 minutes.

THREE CHEERS FOR UNIVERSITY
PARK CAMPUS SCHOOL

Mr. McGOVERN. Mr. Speaker, I wish
to share with my colleagues the history of a remarkable school that has
just come into being in the Third Congressional District of Massachusetts. It
is called the University Park Campus
School.
This school, which opened its doors
this fall to its first class of seventh
graders, is a collaboration between
Worcester Public Schools and Clark
University, located in the Main South
neighborhood of Worcester. Over the
next 5 years, the school will expand to
cover students in grades 7 through 12
by enrolling a new class of seventh
graders each year.
What makes this school so very special? First, Clark University has guaranteed every student who enters and
completes University Park Campus
School and then passes Clark University's entrance requirement will be
able to attend Clark University for 4
years tuition free. That is right, tuition free. Clark University is promising
these seventh graders a college education if they study hard and complete
the 5-year program of University Park
Campus School.
The University Park Campus School
is a college preparatory school for
neighborhood students, predominantly
at-risk, underprepared students. Many
had the dream of going to college, but
never thought that dream could be
achieved. Several other students and
their families never even began to
dream until Worcester Public Schools
and Clark University presented them
with this magnificent opportunity.
This year, 35 students were chosen
from 60 applicants. Academic standing
was not considered in the application
process. What mattered most was a
commitment to learning, judged from
an essay written by the students, letters of recommendation from teachers,
and promises from parents or guardians to be closely involved. Students
also had to commit themselves to putting in a longer school day and more
homework time 4 days a week. On the
fifth day students will be involved in
community service and special seminars.
The small student-teacher ratio and
the involvement of Clark University
faculty and students will provide these
young people with the very best of
quality education.
Now, I have visited University Park
Campus School and I am here to tell
you that these kids, who are entering
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the first seventh-grade class, are really
excited about going to college and
achieving the American dream of a
good education and good job. They are
committed to this program, their families are committed to becoming active
and involved in this school, and the
community is committed to the success of each and every one of these students.
with
Donna
I
met
Recently
Rodrigues, the school coordinator, and
the school's two teachers, Dermot Shea
and June Eressy. After talking with
them, I have no doubt about the abilities of these educators to help make
these children's dreams come true.
Clark University faculty, who come
from a host of different disciplines,
may be involved in these students' education for as long as 10 years, from seventh grade through college, providing
academic and professional support and
mentoring that few students receive.
University Park Campus School,
however, was once only a dream, a
dream in the mind and heart of Clark
University President Richard Traina.
President Traina found an able partner
in Jim Garvey, superintendent of
Worcester public schools, and together
they turned this dream into a reality.
Planning for this school was made possible as part of a Federal grant from
the U.S. Department of Housing and
Urban Development to promote the redevelopment of the Main South neighborhood. Enthusiastic support from
Worcester Public School Committee,
the neighborhood surrounding the uni-

versity, and the campus community,
have brought all the pieces together.
Perhaps we should never have doubted that this innovative school could be
built and operated in Worcester innercity. After all, 87 percent of all kids eligible to attend Worcester public
schools do attend public schools. That
is because Superintendent Garvey has
made a commitment to bring quality
education to all Worcester's children.
I hope others will follow the model of
University Park Campus School. Here
is a university that is giving back to
the community that supports it. Here
is a public school system committed to
bring quality education to all Worcester's children, and here are students
and parents who are encouraged to set
their expectations at the very highest
level.
Can you imagine walking into an
classroom
seventh-grade
innercity
where every single student is talking
to you about how they are going to col-.
lege and what they are going to choose
as their major?

OThis symbol represents the time of day during the House proceedings, e.g., 0 1407 is 2:07 p.m.
Matter set in this typeface indicates words inserted or appended, rather than spoken, by a Member of the House on the floor.
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Mr. Speaker, I wish every one of my
colleagues could meet these students
and faculty members. I invite my colleagues to visit Worcester and University Park Campus School, truly a
model for public education that we can
all praise and support.
Mr. Speaker, I include the following
materials on the University Park Campus School.
UNIVERSITY PARK CAMPUS SCHOOL-THE
SCHOOL WITH A PROMISE

(By Donna Rodrigues)
After phone calls, brochures, visits to elementary feeder schools, family Informational meetings, and personal interviews
with 35 families and children, I proudly
present University Park Campus School's
Class of 2003 to you. You will find quotes
from family members and children that I
found irresistible on the sides of each page.
THE PROCESS

The school day for UPCS is longer than
any other school in Worcester, and reflects
best thought from practice and research.
Children will attend school from 7:45 to 4:00
for four days per week, with an optional 4:005:00 homework center available during which
time "Big Kids" from Clark may tutor and
serve as mentors. The fifth day, designed
with two large three hour blocks of time, we
Integrate community service and special
seminars into the curriculum, and will begin
at 8:30 and end at 3:00. Teachers will see
fewer students for longer periods of time.
The last hour of each day will be devoted to
what was learned that day, with some students needing remediation and others acceleration.
A PREREQUISITE: FAMILY INVOLVEMENT

Children from the neighborhood did not
have to take an entrance exam nor were
their test scores or grades analyzed before
admittance, but they did have to attend an
informational meeting with their parents
and/or guardians.
Sarah Lawrence Lightfoot said that "children bring their families to school with
them," and that they did 'during our informational meetings. The first of four family
informational meetings brought 75 adults
with 25 children to the Lurie Room at Clark
University. Generations filled the room to
hear about the "new school." The more I
spoke about high academic expectations,
hours of homework, and shutting off the television to read, the more families shook
their heads in agreement and nudged their
children. I told them that this was not a
school for everyone, it is a school for those
who want to make a commitment to their
education, a school with promise, one made
by Clark University for the possibility of
free tuition, and one made by UPCS to prepare these children for the demands of a four
year competitive college or university.
COLLABORATIONS WIN-WIN

As news of UPCS spread throughout the
Clark campus, professors and students approached Donna Rodrigues to discuss the
school and possible connections. The Special
Seminar arrangements we made turned out
to be equally beneficial to Clark and UPCS.
It appears that many Clark students can
benefit from experience with younger children to broaden their resumes.
Theater and film students need experience
producing and directing younger children for
job experience; education students need to
observe best practice and work with excep-
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tional mentor teachers; education students,
with provisional certification, in the Masters
Program will be able to realize a "Ted Sizer
dream" of a year long site-based program;
foreign language students will be able to increase their conversational skills by conversing with native speakers; psychology
students will be able to be involved in a sustained mentoring program; community service projects at Clark have a new meaning;
and UPCS students and families will provide
a wealth of information about the neighborhood.
UPCS also has collaborations planned
with: University of Massachusetts Medical
Center Pipeline; Worcester Foundation for
Biomedical Research; Broad Meadow Brook
Farm; New England Science Center; Worcester Art Museum; State initiatives: PALMS,
CUSER; PACE at Harvard University; Northeastern University RESEED Program; and
Sturbridge Village.
EXCELLENCE BEGINS IN THIS COMMUNITY
What Makes the University Park Campus
School Unique?
A College Preparatory school for neighborhood students; predominately "at-risk,"
underprepared students.
A school culture that emphasizes "respect
and responsibility" and strong ties to the
Main South community-all students participate in community service/research internships.
Radically redesigned school schedule and
pacing of the day; organization of core academic material into 2 large academic
blocks-Humanities and Math/Science.
Opportunities for teachers to know their
students well-teachers teach fewer students
over the course of the day and over multiple
years, and meet with small "advisory/tutorial" groups everyday.
Sustained intellectual partnerships with
Clark faculty and students-through guest
lectures, "special seminars," and a program
supporting Clark students to serve as tutors
as
part of their
and coreseachers,
undergradute and graduate preparation.
A school culture that emphasizes "effort"
over "ability": multiple second chances and
opportunities for academic support (Homework Center, after-school program, summer
courses).
High standards and performance-based exit
requirements for 'each two year "stage,"
with the expectation that some students will
take longer and need more support to meet
the performance and content knowledge requirements.
Emphasis on teacher as intellectual, researcher and educational leader, with time
built into each school day for reflection, collaboration with fellow teachers and Clark
faculty and students, and on-going research.
reschool-a
Demonstration/Teaching
source for the entire Worcester Public
community.
School
Innovative pedagogy promoting a strategic
mix of "hands-on," inquiry based learning
and more traditional, "direct instruction."
Strong emphasis on "basic," enabling
skills (mathematics, reading/writing, analysis, the use of multi-media technologies for
research and communication) in combination with sustained, interdisciplinary investigations.
Innovative assessment plan-emphasizing
developmental assessment (with clear, public
standards and rubrics) for students and parents coupled with strict exit requirements
requiring content and process mastery (demonstrated through exhibitions, examinations, and projects-all standards and tests
designed to be "taught to").

Active "test preparation" for all standardized tests (MCAS, PSATs, SATs, etc.) that
students will be expected to take.
Thoughtful approach to conferencing with
parents, teachers, and students-twice a
year, using assessment plan to build home/
school partnership.
QUOTES FROM STUDENTS SELECTED FOR UPCSUNEDITED EXCERPTS FROM STUDENT'S APPLICATION ESSAY

"One of the reasons I want to attend this
school is I want to be a somebody and the
only way that you can be a somebody is to
have a excellent and brillent egecation. My
mom also wants to be a part of it and I think
that it will help me and my mom learn more
about others. I also want to be in a safe environment not to worry about people asking to
try drugs or be in a gang."--Michael Don-

nelly, 6th Grader, Heard Street School.
"I would appreciate very much if I could
get the opportunity to go to UPCS. I think
I'll do a lot better in a smaller class. Going
to a University has been my one dream, and
without an EDUCATION there is no room in
this world and no career for me. If given this
opportunity I'll assure you that I will be the
best and brightest boy in your school. I was
born in St. Lucia a Caribbean Island. I could
remember 6 years ago, my first day in
Worcester, my mother pointed out to me.
This is the university I want you to go too.
All I knew that coming to America was coming for an education, because my grand parents was so excited since I will be their first
grand son with the college education. They
believe in me and I believe in myself. I want
to make them proud of me."-Neal Kangal,
6th Grader, Goddard School.
"I think that it's going to be wonderful because their's going to be a lot of help for kids
that need it. Because I'm one of those kids
who needs a lot of help. Signing off"Danielle Chase, 6th Grader, Canterbury
Street School.
"I think that it is a great learning opportunity. Because when I start high school I
need to think about my future to go to college and become a writer. To me a neighborhood should be a place where you can feel
safe. Like you can trust people around
you."-Taryn Kodel, 6th Grader, Gates Lane
School.
QUOTES FROM PARENTS OF SELECTED STUDENTS
OF UPCS-EXCERPTS FROM UPCS BROCHURE:
FAMILIES OF THE CLASS OF 2003

"You're giving my girls a future-one I
never could give them. I work ten hours a
day, and I can't make ends meet."-A Father.
"I grew up in this neighborhood, and I always thought that I would work at the
Foundry. They called 21 of us into the office,
and 3 kept their jobs, the ones that could use
the computer. At 50, I had no job, no choices,
no options . . . no computer

or academic

skills. Now I take courses here at Clark with
my 24-year-old daughter. I want my son to go

to this school (UPCS). I want him to have
choices."-A Father.
"Please tell me again that this is really
true-it's too good for me-I've never been
picked for anything good."-A Father.
"I got goose bumps when you were talking
about the school. I couldn't believe it."-A
Grandmother.
TRIBUTE TO THE PROMISE
KEEPERS
The SPEAKER pro tempore. Under
the Speaker's announced policy of January 21, 1997, the gentleman from Wisconsin [Mr. NEUMANN] is recognized
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during morning hour debates for 5 minutes.
Mr. NEUMANN. Mr. Speaker, I rise
this morning to pay special tribute to
a group of people that were in this
town this weekend, a large group of
people, the Promise Keepers.
They were in town, a large group,
predominantly men, but there were
some women there too, to recommit
themselves to their faith in God and to
the most important things in their
lives here, and that is their families.
When I watched the media and the
media treatment of this particular
event, I could not help but think back
to when I first entered into politics
myself. With no political experience or
background behind me, I went into politics thinking that if we talked about
our faith in God and our commitment
to our family and our commitment to
our country, and what a great country
it was, where you could start a business in the basement of our home and
build that business because of the opportunities that exist here, build that
business into a company that provided
job opportunities for 250 people, I
thought that was what was right and
good about this great Nation that we
live in.
When I went into politics, I learned

that they treated the business success,
they said well, that makes you rich
and therefore you are a bad guy. Even
though the business started in the
basement of the house and we busted
our tails and did what this great country is all about, built that business
from the ground up to provide job opportunities for our people, they twisted
that around.
When they learned of a faith in God
and a commitment to family, well,
they twisted that around too and started using names like "right wing radical." Well, if right wing radical means
that you are committed to your faith
and God and you are committed very
strongly to your family, and if you believe in this great country we live in
that if people work hard you should
have an opportunity to start a business
in the basement of your home and
build it, well, then so be it, and let us
hope the whole country is right wing
radical, because that is what made
America great in the first place.
I brought with me this morning all
seven promises that the Promise Keepers make, because sometimes in the
media this stuff gets twisted around, so
I thought I would read all seven of
them this morning. Here are the promises, the seven promises of a Promise
Keeper, the people that were here this
weekend.
Number 1, a Promise Keeper is committed to honor Jesus Christ through
worship, prayer, and obedience to God's
word in the power of the Holy Spirit.
Number 2, a Promise Keeper is committed to pursue vital relationships
with a few other men, understanding

that he needs brothers to help him
keep his promises, promises being the
faith.
Number 3, and here is one that they
like to twist around, No. 3, a Promise
Keeper is committed to practice spiritual, moral, ethical, and sexual purity.
That is, the husbands that were here
are committed to their wives and their
families.
Let me read No. 3 one more time, because I think it is extremely important. A Promise Keeper is committed
to practice spiritual, moral, ethical,
and sexual purity.
Number 4, a Promise Keeper is committed to build strong marriages and
families through love, protection, and
Biblical values.
Number 5, a Promise Keeper is committed to support the mission of his
church by honoring and praying for his
pastor and by actively giving his time
and resources.
Number 6, a Promise Keeper is committed to reach beyond any racial and
to
demdenominational
barriers
onstrate the power of Biblical unity.
Number 7, a Promise Keeper is committed to influence his world, being
obedient to the Great Command and
the Great Commission, the Great Command being in Mark 12:30-31, and the
Great Commission is found in Matthew
28:19-20.
Now, I have just read the entire commitment of the people that were here
in Washington this weekend, and again
I refer to some of the press coverage of
this, where instead of treating it as
people who were sincerely committed
to what made America the greatest Nation in the world in the first place, a
commitment to faith, the freedom to
worship in our country as we see fit
and appropriate in our lives, a commitment to our families, knowing that a
husband and wife raising children is
what is great in this country and what
has built this country and been the
backbone of America, and an understanding that in this great Nation that
we live in we have the opportunity to
start a business in the basement of a
home and build that business through
hard work and effort into something
that provides job opportunities to lots
of people.
Well, after two races which we lost
and getting beat up over these very
issues, I have come back to the conclusion that in fact these are the right
values for the future of this country,
and I sincerely hope that the other people in America will come back to the
conclusion that a commitment to a
faith in God, a commitment to our
families, and an understanding that,
with hard work, in America the opportunity to get ahead and live the American dream is still here, I hope those
are the values that we carry forward
from our generation to the next gen-

eration.
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THANKING CONGRESS FOR USING
D.C. STUDENT INTERNS IN SEPTEMBER
The SPEAKER pro tempore. Under
the Speaker's announced policy of January 21, 1997, the gentlewoman from
the District of Columbia [Ms. NORTON]
is recognized during morning hour debates for 5 minutes.
Ms. NORTON. Mr. Speaker, I come to
the floor today to sincerely thank
Members of the House and Senate for
affording the opportunity for 254 high
school students to participate as volunteer interns in 175 of your offices during the first 3 weeks of September
when D.C. schools were closed for roof
repairs. I want especially to thank the
gentlewoman from the Virgin Islands,
Ms. DONNA CHRISTIAN-GREEN, the gentleman from Pennsylvania, Mr. TOM
FOGLIETTA, and the gentlewoman from
California, Ms. JANE HARMAN, who not
only accepted interns in their office,
but who also have themselves come to
the floor to speak of their experience
with our students and to commend the
young people. I will include for the
RECORD their statements and other materials from this experience.
Congress was due back at the same
time the schools were due to open in
the District. General Julius Becton and
other school officials tried desperately
to find ways to get schools open, but an
extraordinarily rigid and restrictive
court ruling made this impossible.
Shortly before we were due back, it became clear to me that all options had
been exhausted. With only a few days
to go before September 2, the day
school was to open, my staff and I got
to work to recruit Members to accept
interns.
My first "Dear Colleague" produced
an immediate response of 20 Representatives and Senators and the numbers
mounted quickly with each "Dear Colleague." The Speaker also generously
sent his own "Dear Colleague." Initially using an application process, we
had only a handful of students. I then
put aside this process. With the energetic help of at-large board of education member Tonya Kinlow, we went
straight to the source. We enlisted
principals to call some of these students directly. On September 2, we had

so many students that we had to give
each student a number and some had to
be called by phone at home as our own
phone calls to Members of the House
and Senate produced more places.
Ultimately, we placed every student

within a couple of days. These students
found universal receptivity among
Members of the House and Senate, for
which I am very grateful. Throughout

the 3-week period, I was constantly
stopped by Members and staff members
who heaped praise on these youngsters.
The D.C. students they said were very
helpful in assisting with many significant tasks. They spoke of the energy,
enthusiasm, hard work, and collegiality of the students. Some Members
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have already invited students to continue to work in their offices.
Not every Member could accommodate a student for a longer period.
However, I have been encouraged by
this experience to establish a permanent D.C. congressional intern program. The program will be flexible to
meet the needs of Members and to give
students what many regard as a rich,
once in a lifetime chance, to work here
with us in the House and in the Senate.
Mr. Speaker, through the brief intern
program, Members got to see District
residents in a way that is seldom available. These students were not the District government or even the District.
These were young people, the young
people I feel very fortunate to represent. Because of your gracious generosity, these D.C. high school students
put a new face on the District of Columbia. They are our best face. I hope
you will keep these bright young faces
in mind when the D.C. Congressional
High School Intern Program comes
knocking.
Mr. Speaker, I include the following
for the RECORD.
HOUSE OF REPRESENTATIVES,
Washington, DC, August 20, 1997.
HOST A D.C. STUDENT AS A VOLUNTEER IN
YOUR OFFICE

DEAR COLLEAGUE: Please join me in
hosting a student from the District of Columbia school system as an intern in your
office for about three weeks from September
2 to September 22. Because funds to fix
school roofs became available so late, school
opening has had to be pushed back. Therefore, hundreds of junior high and high school
students are in need of work opportunities
and are willing to volunteer in congressional
offices during this period. I am asking for
your help in keeping these youngsters off the
streets and giving them something to do.
Whether simply "shadowing" a staffer or
doing tasks in a congressional office, you
would be offering a wonderful opportunity
which District youngsters would appreciate
to see how the legislative process actually
works first hand. Given the incredibly busy
nature of our offices, there are probably a
number of tasks on which a young person
could assist your staff. Students would be
available to work whatever number of hours
each day you decide.
Please host a student for this three-week
period. Please RSVP to me or Kirra Jarratt
in my office at 5-8050 to host a student or to
get more information.
Sincerely,
ELEANOR HOLMES NORTON.

[Release of August 21, 1997]
AND

SENATE

MEMBERS

RESPOND

MEMORANDUM OF AUGUST 26, 1997
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available 110 places for D.C. students who
will be out of class for most of September
while new roofs are being put on D.C.
schools. Speaker Newt Gingrich is among the

almost 100 members of the House and Senate
who have already offered places and have
come forward for D.C. students and more are
expected. In addition to Norton's "Dear Colleague" letters which have served to recruit
the Members who have already volunteered,
the Speaker has now sent his own "Dear Colleague" to Member asking them to come on
aboard.
D.C. students in or entering senior high
school who want to participate in the program should come to orientation on Tuesday, September 2nd at 9:00 a.m. in the Gold
Room (Room 2168) of the Rayburn House Office Building located on the corner of South
Capitol Street and Independence Avenue, SE.
Students will be accommodated on "a first
come, first serve basis. However, an attempt
will be made first to accommodate students
who have called Congresswoman Norton's office to reserve a place if they are on time.
Following orientation on Tuesday, students
will be taken to their assigned offices in the
House or Senate.
At the orientation, students will hear from
Congresswoman Norton and from the School
Board Member with whom she has been

To: Members of the District of Columbia
City Council and Members of the District
of Columbia Board of Education
Re: DC Student Volunteers in Congressional
Offices
We are recruiting Members of the House
and Senate to host senior high school students to volunteer in congressional offices
from September 2nd to September 22nd while
schools are being repaired. The response has
been overwhelming-thus far 50 members of
the House and Senate have agreed to host
one or two students. However, we need help
locating students for this opportunity.
We are working with Board of Education
At-Large Member Tonya Kinlow and School
Superintendent General Julius Becton's office to administer this program. I would appreciate your forwarding names of interested
students you would like to recommend to
Tonya Kinlow at 724-4289 (fax 724-2040) or
Erin Prangley in my office at 225-8050 (fax
working, At-Large School Board Member
225-3002).

Tonya Kinlow. Richard Bess, Specialist in
American National Government with the
Congressional Research Service ("CRS") will
[Release of Aug. 28, 1997]
talk to the students about the workings of
EIGHTY-FIVE MEMBERS OF THE HOUSE AND
Congress and Mike Fauntroy, Summer PolSENATE WILL HOST D.C. STUDENTS WHILE
icy Intern from CRS will tell D.C. students
SCHOOL ROOFS ARE BEING REPAIRED
what they can expect from their internship
WASHINGTON, DC.-Congresswoman Eleanor
experience.
Holmes Norton today announced that eighty
Congresswoman Norton said: "The reSenators and Members of the House of Rep- sponse
from Members of the House and Senresentatives have agreed to host D.C. high
school students in their congressional offices ate has been nothing short of overwhelming.
I believe that it will be beneficial to Memwhile D.C. schools' roofs being repaired. Oribers of Congress and their staffs to have conentation for students is Tuesday, September
2 at 9:00 a.m. in the Gold Room (2168) of the tact with D.C. youngsters to get an appreciation for their energy, intelligence and zest
Rayburn House Office Building on the corner for
learning. Although our students are
of South Capitol Street and Independence Washingtonians, most have little contact
Avenue, SE.
Because of the short time frame, D.C. high with the Congress. I expect that the intern
school students who wish to participate are opportunity will be a valuable educational
asked to report to the orientation even if experience."
Parents and students should call Congressthey have not yet filled out the application
and will be assigned on a first come, first woman Eleanor Holmes Norton's office at
serve basis. At the moment, there are plenty (202) 225-8050 or Erin Prangley during the
of spaces available. Parents and students evening or weekend at (202) 225-5129 for more
should call Congresswoman Eleanor Holmes information.
Congresswoman Norton also has a program
Norton's office at (202) 225-8050 or Erin
Prangley during the evening or weekend at called D.C. Students at the Capitol ("DCSC")
that has had a steady backlog since it began
(202) 225-5129 for more information.
last school year. Teachers bring D.C. students to tour the Capitol, sit in on sessions
CONGRESS OF THE UNITED STATES,
of the House and Senate as well as a hearing
HOUSE OF REPRESENTATIVES,
and
meet with their congresswoman. ConWashington, DC, August 29, 1997.
gresswoman Norton's goal is to have every
DEAR COLLEAGUE: 90 House and Senate
Members will host D.C. students while school D.C. youngster visit the Capitol as part of
roofs are being repaired from September 2"to this program before graduating from high
school. Adult groups also can participate in
September 19.
the program. To make a reservation for
Have you signed up?
Call Erin Prangley in Congresswoman Nor- DCSC call 783-5065.
ELEANOR HOLMES NORTON.

CONGRESS OF THE UNITED STATES,

HOUSE

ing a wonderful opportunity, which District
youngsters would appreciate, to see how the
legislative process actually works first hand.
Given the incredibly busy nature of our offices, there are probably a number of tasks
on which a young person could assist your
staff."

TO

NORTON CALL TO HOST A D.C. STUDENT DURING ROOF REPAIRS
WASHINGTON, D.C.-Congresswoman Elea-

nor Holmes Norton (D-D.C.) has already received more than 20 calls from the offices of
Members of the House and Senate in response to her "Dear Colleague" letter sent
yesterday encouraging them to host a D.C.
student while school roofs are being repaired. Many have said that they would take
two students. In her letter she said: "Whether simply shadowing a staffer or doing tasks
in a congressional office, you would be offer-

ton's office at 5-8050.
Sincerely yours,
ELEANOR HOLMES NORTON.

[Release of Aug. 29, 1997]
SPEAKER NEWT GINGRICH JOINS CONGRESSWOMAN ELEANOR HOLMES NORTON CALLING
FOR MEMBERS OF THE HOUSE AND SENATE TO
HOST D.C. STUDENTS WHILE SCHOOL ROOFS
ARE BEING REPAIRED

WASHINGTON, DC.-Congresswoman Eleanor
Holmes Norton today announced that Mem-

bers of the House and Senate have made

CONGRESS OF THE UNITED STATES,
HOUSE OF REPRESENTATIVES,
Washington, DC, September 2, 1997.
DEAR COLLEAGUE: Wanted! 100 more Members of House and Senate to host D.C. High
School Students until September 19th while
D.C. Schools are repaired. These are eager,
intelligent, and energetic young people.
This morning 250 Students arrived and we
had places for only 170. My special thanks to
the 100 Members and Senators who have already volunteered.
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For additional information or to volunteer,
please call Erin Prangley at 225-8050.
Sincerely,
ELEANOR HOLMES NORTON.
CONGRESS OF THE UNITED STATES,
HOUSE OF REPRESENTATIVES,
Washington, DC, September 2. 1997.
DEAR STUDENT: Thank you for volunteering your time to help in a congressional
office. If you take full advantage of this experience, it should be invaluable to you. We
are very appreciative that so many Members
of the House and Senate have signed up to
host D.C. students during this period when
school is not open. Please respond by being
on time, doing a good job and dressing appropriately every day. I am very proud to represent you in the Congress. and I want my
colleagues in Congress to share my enthusiasm about your energy, intelligence, and
willingness to work hard.
Although you have been assigned to a
Member of the House or Senate, you should
feel free to call my office (225-8050) or come
by (Longworth 1424) if we can be of any additional assistance to you or simply to say
hello.
Sincerely,
ELEANOR HOLMES NORTON.
CONGRESS OF THE UNITED STATES,
HOUSE OF REPRESENTATIVES,

Washington, DC. September 10, 1997.
DEAR STUDENT: Enclosed you will find information on different events being offered
this week as a part of the Congressional
Black Caucus Foundation Annual Legislative Conference. We encourage you to attend
these optional events. Please remember to
check with your supervisor before attending
any optional programs, as your first responsibility lies with your congressional office
duties.
We have also enclosed a form to be completed by those of you who are using this opportunity to complete your community service hours. Please direct any questions regarding this program to the school board at
724-4289. Finally, if your packet includes an
application, please complete it and return it
to my office at 1424 Longworth or fax it to
225-3002.
Feel free to call my office (225-8050) or
come by (1424 Longworth) if we can be of any
additional assistance to you or simply to say
hello.
Sincerely,
ELEANOR HOLMES NORTON.
CONGRESS OF THE UNITED STATES,
HOUSE OF REPRESENTATIVES,

Washington, DC, September 25, 1997.
MR. SPEAKER: I rise today to commend
Tatiana Naboa and Alexander Prince, two
young citizens of the District of Columbia,
who voluntarily offered their services to my
office, through my colleague Representative
Eleanor Holmes Norton's Internship Program.
They chose to turn a negative situation
into a positive fulfilling experience for themselves and well as my Washington staff. They
carried out all tasks assigned to them and
was always ready to assist in any way they
could.
Tatiana and Alex are products of the much
maligned DC school system. Obviously, there
are some things wrong, but there are a lot of
good things happening to our children when
they attend the public schools in the district. From my experience with Tatiana &
Alex, I know my colleagues who participated
in the Internship program, can support me
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when I say that the students were respectful, form in harm's way without a clear
knowledgeable and inquisitive. This can only mission. In Bosnia, for instance, we recome through the school's reinforcement of cently reached an agreement to end
values instilled by their families.
As we go about the daily business of insti- funding for the U.S. mission there by
tuting laws for our fellow Americans, we June. That would be June of next year.
must continue to provide opportunities for The President could extend the mission
our younger Americans. We must give them if he certified that it was in the naa reason to accept the challenges they will tional interest, however that might be
face, make it meaningful and guide them to defined, to do so.
become productive members of our society.
Then, a few days later, NATO and the
Tatiana and Alex are shining examples of United States troops we read in the pawhat is possible.
My staff join me in wishing these two out- pers unexpectedly seized four telestanding District of Columbia students con- vision transmitters which had been
controlled by the hardliners supporting
tinued success in the future.
one of the Bosnian Serb leaders, in this
DONNA M. CHRISTIAN-GREEN,
Member of Congress.
case Radovan Karadzic.
I am troubled that while the adminisPRAISE OF D.C. HIGH SCHOOL STUDENTS
tration talks to Congress about wrapMs. HARMAN. Mr. Chairman, I rise today in ping up the mission in Bosnia, it is getpraise of two outstanding young people who ting ever more deeply involved in Boshave been interning in my office for two and
a half weeks, Christiana Hodge of Eastern nian politics and affairs, to the point of
High School and Calvin Wingfield of running the evening news.
What is our mission in Bosnia? Where
Banneker High School.
Thanks to the internship program for D.C. are we going? Where is this all headhigh school students organized by my col- ing? How much is it going to cost? The
league, Representative Eleanor Holmes Nor- Bosnia scenario, though, is unfortuton, I have had the pleasure to work with nately not an isolated case for this adthese two bright and dedicated students ministration. In some respects it rewhose contribution to my office has been inminds me of what has happened in
valuable.
Mr. Chairman, I have been so impressed by Haiti.
The U.N. mission in Haiti is set to
Christiana and Calvin's willingness to spend
three weeks interning on Capitol Hill-and expire on November 30. As that deadworking hard-while waiting for the school line approaches, the administration
year and new challenges to begin. It is my ought to be talking about ways to get
hope that this experience has been as re- our troops out, to ease the transition,
warding for them as it has for me.
to help the Haitians continue along the
I know Christiana and Calvin will go far in
life, because of their outstanding qualities. I path to a stabilized democracy.
Although we have now spent at least
thank them for their help over these past
weeks, and I thank Eleanor Holmes Norton $3 billion of United States taxpayers'
dollars in Haiti, it is unclear whether
for bringing me in contact with them.
anyone has figured out an exit strategy
so the Haitian people can get on with
CLINTON FOREIGN POLICY STATUS running their own country. In fact,
I
REPORT
am not sure what we have gotten for
The SPEAKER pro tempore. Under that $3 billion.
the Speaker's announced policy of JanA number of obstacles to democracy
uary 21, 1997, the gentleman from Flor- remain in Haiti. Investigations into
ida [Mr. Goss] is recognized during the various politically motivated murmorning hour debates for 5 minutes.
ders have not gone forward, and those
Mr. GOSS. Mr. Speaker, the Presi- that were responsible have not been
dent appears set on establishing a leg- brought to justice. These are political
acy for himself as the 20th century assassinations I am talking about.
peacemaker. Obviously we applaud
Not one state-run industry has begun
that, and as chairman of the House the privatization process, thus there is
Permanent Subcommittee on Intel- no foreign investment in Haiti and the
ligence, of course, I share the goal of economy is in the basket. The leading
improving the peace and security of force for economic reform, Rosny
our global community, and, of course, Smarth, resigned his post as Prime
particularly
the United States of Minister because he was unwilling to
America.
certify the April 6 elections for oneBut I am concerned there is not
third of the Senate and local council.
enough thought given to such crucial In other words, democracy, the ballot
matters in critical places as defining box system, has broken down there.
what we mean when we say our na- The turnout for the elections, incidentional interests. There appears to be tally, was a dismal 5 percent.
precious little long-term
planning
Many independent observers have
going on, not enough commitment to charged the elections were riddled with
understanding exit strategies and con- fraud and significant violations of local
tingency plans, things like that that law. This is not success. The dispute
matter. There is no real vision appar- over these elections is yet to be reently behind this administration's for- solved and Haiti is still without a new
eign policy; it is day-to-day ad hoc.
prime minister.
Mostly what we see are photo ops,
Sadly, Jean-Bertrand Aristide, the
and some of them are the distressing man U.S. troops restored to power, you
images of our men and women in uni- will remember, with 20,000 U.S. troops,
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is often cited as an obstacle to essential reform these days, and I am not
alone in this dire assessment. A leading
scholar of Latin America and the Caribbean area has recently stated that
"Haitian democracy is heading for a
major derailment."
Remember, we
spent $3 billion trying to ensure Haitian democracy.
I am troubled that this administration still points to Haiti as a foreign
policy success. If this is a success, we
are going to be in serious trouble in
other places.
As the New Republic recently pointed
out, "The Clinton Administration has
achieved less than it might have and
almost nothing irreversible," a euphemism for saying we have struck out.
It is time for the administration to
lay out a realistic and workable Haiti
policy that takes us beyond the involvement of United States troops and
further along the road to true democracy in Haiti, as we have all repeatedly
asked.
Mr. Speaker, the Clinton administration has a number of difficult foreign
policy questions that need to be addressed. What is happening in the Middle East? We pick up the papers, we see
political assassination attempts, we
see uproar going on. The peace process
is not working, despite the heroic efforts of some of our folks in their shuttle diplomacy. It is just not happening
the way it was supposed to.
What about North Korea? That is not
an accident waiting to happen; that is
an accident that is happening today.
People are starving, it is a country
that is in another era, and it is not a
friend of Western democracy.
Where do we stand in Africa? Here is
a whole continent besieged with incredible grievous obstacles' to a future,
whether it is starvation, chaos, political problems, genocide, whatever we
read about every day in the paper.
So, a legacy is more than just photo
ops that declare "Peace in our time has
arrived." We need some consistent,
long-term foreign policy planning at
the White House, and afoclook
a focused
at
what our national interests really are
in today's world. When we understand
that, perhaps we will be able to effectively protect the United States of
America and the peace we want for the
world.

welfare of all Americans. I am happy to
announce that the Orange County Head
Start Program just received $1.3 million in an expansion grant, benefits of
the 8-percent increase which the Head
Start Program received this year.
This grant will allow additional children to be served through Orange
County Head Start programs. Head
Start is especially important to me, because I am a Head Start kid. I was one
of the first in 1965. My mother and my
father, very hard-working
parents,
working with children and yet below
the poverty line, my mother picked up
the newspaper one day and read about
Head Start and said "This must be a
program for Loretta."
I believe that I am the only Head
Start kid in Congress. And while I entered that first day into Head Start
crying, the fact of the matter was that
I learned many things. I learned about
peanut butter, I learned about nap
time, and, most importantly, I learned
how to spell my name and how to
speak English.
Head Start helped me to change from
a shy, quiet girl, into an inquisitive
and eager child, fully prepared to begin
kindergarten at the same level as the
rest of my classmates. That is why I
believe Head Start is one of the best
programs that we can help children
across the United States with. To this
day, Head Start continues to benefit
countless children with their mental,
their emotional, and their physical development. Head Start also helps families. It helped my mother and my father to understand about parenting, to
understand about working with the
schools, to understand about helping
their children, and they went on to
have seven successful college graduated children.
I congratulate Orange County Head
Start for their grant award. It is
through their efforts that disadvantaged children are getting the Head
Start they need.
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proof positive of global warming are
not really knowledgeable of atmospheric physics, although some may
know a lot about forestry, fisheries or
agriculture. In other words, the administration is relying mostly on social
scientists, policy experts and government functionaries.
Nevertheless, the White House persists in its claims. In fact, they plan to
move towards a costly global climate
treaty, armed with questionable United
Nations intergovernmental panel information on climate change, the IPCC reports, which make the case that the
world is heating up and humans are to
blame.
But before we rush to judgment, Mr.
Speaker, we should know the facts. The
1995 IPCC report lowered its best estimate for warming by about a third
from the 1990 IPCC report. In fact, that
shows they were off by one-third. Also,
the sea level estimates have been reduced. In the 1970's, scientists estimated a 25-foot rise. Today they estimate a 1.5-foot rise.
Why all the uncertainty? Forecasts
of global warming rely on computer
models which attempt to simulate the
Earth's climate. Climate change proponents have always been quick to
point out that the models predict a discernible amount of warming resulting
from ,CO2 buildup. What they are hesitant to discuss is the relative confidence they have in their own models,
and in fact confidence levels are low
for two main reasons. One is a lack of
computer power.
There are 14 orders of magnitude in
the climate system. So far researchers
have only been able to model the two
largest, the planetary scale and the
scale of weather disturbances. To
model the third, thunderstorms, would
require 1,000 times more computer
speed.
Even if researchers could model
smaller scales, they would run into the
second obstacle, a very sketchy understanding of the Earth's climate. ReGLOBAL WARMING: DO NOT searchers, for example, are still debatOVERREGULATE
The SPEAKER pro tempore. Under ing the impact of clouds on the Earth's
the Speaker's announced policy of Jan- climate. Until these questions are reuary 21, 1997, the gentleman from Flor- solved, it is difficult to build models
ida [Mr. STEARNS] is recognized during that make accurate predictions.
Now, many scientists think it will be
morning hour debates for 5 minutes.
Mr. STEARNS. Mr. Speaker, I rise more than a decade before we have the
today to address the subject of global technology to adequately predict the
warming. Today marks the beginning planet's future. Of course, scientists do
TRIBUTE TO ORANGE COUNTY, CA
of the White House Conference on Glob- accept the existence of a natural greenHEAD START
al Climate, a precursor to the Kyoto house effect in the atmosphere, which
has been known since the 19th century
The SPEAKER pro tempore. Under Conference in December.
the Speaker's announced policy of JanTba conference, of course, is expected and is not to be confused with any inuary 21, 1997, the gentlewoman from to highlight the usual rhetoric, that fluence from human activity. Another
California [Ms. SANCHEZ] is recognized the world is heating up, the ice is melt- accepted fact is that the greenhouse
during morning hour debates for 3 min- ing, the oceans are rising, that dooms- gasses have been increasing as a conutes.
day is fast approaching. Reality, how- sequence of an expanding world popuMs. SANCHEZ. Mr. Speaker, the re- ever, shows that the global warming is lation, carbon dioxide from burning
cently passed Labor-HHS appropria- still without accurate data for con- fossil fuels, for instance, and methane
from raising cattle. But the climate
tions bill will provide some of the most firmation.
cost effective money our Government
The great majority of the scientists warming of the past 100 years, which
can spend to protect the health and that the administration parades as occurred mainly before 1940, in no way
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supports the results of computer models that predict a drastic future warming.
The pre-1940 warming is likely a natural recovery from a previous natural
cooling. Most important though is the
fact that weather observations have
shown no global warming trend in the
past 20 years whatsoever.
The discrepancy between calculated
predictions of warming and the actual
observations of no warming has produced a crisis for these scientists.
Those who want to believe in global
warming keep hoping that proof is just
around the corner. In the meantime,
unfortunately, it is the American taxpayers who will bear the burden of this
uncertainty.
Mr. Speaker, let us be careful not to
over regulate.
NATIONAL DOMESTIC VIOLENCE
AWARENESS MONTH
The SPEAKER pro tempore. Under
the Speaker's announced policy of January 21, 1997, the gentlewoman from
North Carolina [Mrs. CLAYTON] is recognized during morning hour debates
for 5 minutes.
Mrs. CLAYTON. Mr. Speaker, in
North Carolina we are pausing this
week to draw attention to the need to
focus greater efforts on the problem of
domestic violence, and this is National
Domestic Violence Awareness Month.
Just as we are confronted with the
blight of hunger in America, we are
faced with the blight of domestic violence, a public and personal health
problem. Imagine the incidence of domestic violence in the world if indeed
that is the situation that we face in
America, that in America some 4 million women are battered every year,
every year, one woman every 13 seconds.
It is for that reason the United Nations 4th Conference on Women held in
Beijing, China, in September 1995, directly addressed this issue. Violence
against women is an obstacle to equality, development, and peace. That was
one of the conclusions of the conference.
Another conclusion, violence against
women violates both their human

rights.and their fundamental freedom.

Violence against women occurs in
nearly every daily area of our lives.
Women are assaulted on the street, at
workplaces, in schools and campuses.
But it has been the hidden violence in
the home at times in our Nation that is
particularly difficult. It is the hushed
tone, it is not acceptable, it is not
talked about. But it is now gaining serious and sensible community-wide attention, as it should be.

Today most States now enact some
form of domestic violence legislation
and the public has now come to understand that it is a problem. As part of
the crime bill, Congress passed the Violence Against Women Act. The President created within the Department of
Justice the Violence Against Women
Office. Significant funding has been directed toward this problem under the
Violence Against Women Act.
Still attitudes are slow to change,
and much more needs to be done. Victims of domestic violence continue to
face an unacceptable gap in legal representation when required to make appearances in key proceedings affecting
their personal safety and the safety of
their families.
Domestic violence remains a strong
risk factor for female homicide. More
women are murdered by their husband
or their boyfriends than half of them
murdered by strangers. Poor women
are still far more likely to be victims
of domestic
violence
than
other
women, and domestic violence endures
as the leading cause of injury to
women. More
women are indeed
harmed by domestic violence than all
combined, street accidents, automobile
accidents, or assault by strangers.
More of their friends harm them and
their loved ones than strangers do.
The problem of domestic violence
also affects rural areas as well as urban
areas. Women of all races, social, religious, ethnic, economic groups, all ages
are affected by domestic violence.
Once domestic violence occurs, it reoccurs, and often times it escalates.
This week and this month will only
have meaning if each of us makes a
new commitment to take a firm stand
and to understand to do something, no
matter how small, to help bring an end
to the spread of domestic violence.
Changes begin with awareness, but it
happens with action. Condemn violence
against women and refrain from invoking any custom, tradition, or religious
consideration to avoid our obligation
with respect to its elimination. On this
issue, each of us can be a part of the solution.

Among several other actions to be
taken, the conference urged that we
condemn violence against women and
refrain from invoking any custom, tradition, or religious consideration to
avoid our obligation with respect to its
elimination.
Being passive in this vital effort is
CURE FOR SOCIAL SECURITY
not enough. Merely making the stateDILEMMA
ment that one does not commit domestic violence does not go far enough in
The SPEAKER pro tempore. Under
solving the problem. We must be the Speaker's announced policy of Janproactive. If I may borrow from a well- uary 21, 1997, the gentleman from
worn phrase from several decades ago, Michigan [Mr. SMITH] is recognized
if you are not part of the solution, you during morning hour debates for 4 minare said to be part of the problem.
utes.
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Mr. SMITH of Michigan. Mr. Speaker, I am going to sort of give an hour
lecture on Social Security, and I am
going to try to do that in 4 minutes.
With these charts, the first chart represents what is going to be happening
in Social Security when we have less
money coming in in taxes than are required to payout benefits. Since it is a
pay-as-you-go system where current
taxes immediately go to pay current
benefits, and there is no savings or
very little savings, it is becoming a
bigger and bigger problem.
Look at this chart. A short-term surplus only lasts until 2011, and then the
benefits for payouts to retirees are
much larger than the taxes coming in.
The red on this chart represents what
happens to the deficits, how much
more money we are going to add to the
taxes coming in on Social Security in
order to meet the benefit obligations.
You see it goes all the way to $400
billion a year. There has been a lot of
talk about if we just would keep the
cotton-picking hands of Congress away
from the trust fund, away from the surpluses, but these surpluses now amount
today to $600 billion. Six-hundred billion dollars is not enough to cover benefit payments on Social Security for 2
years. So that is not a long-term solution.
This chart shows what is happening
to Americans that are living longer.
When we started Social Security in
1935, the average age of death was 61
years old, so most people never even
reached the 65-year-old age that entitled them for any benefits. So they
died earlier, most people, and Social
Security funding was not as big a problem.
As you see on this chart, life expectancy has gone from 61 when we started
Social Security, and today it is 74
years old. So people are living longer.
That is good, but it makes a problem
with keeping the system solvent.
I have introduced a bill, and I will be
introducing my next bill in the next
few weeks. That has been scored by the
Social Security Administration to
keep Social Security solvent for the

next 75 years. The population growth of
seniors is going up at the rate of 73 percent. The population rate of workers is
increasing at 14 percent. That means
that there are fewer workers paying in
their taxes to cover the benefits. So
the question is, What do we do?
In 1950, we had 17 people working

paying in their taxes for each Social
Security recipient. Today there are
only three people working. By 2029,
there are going to be two people working. We cannot continue to raise taxes
on workers in America. We have increased taxes 36 times since 1971. So
today most of the American workers

pay more in the Social Security tax
than they pay in the payroll tax; 78
percent of American workers now pay
more in the Social Security tax than
they do in the income tax.
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SUPPORT PUBLIC EDUCATION
The SPEAKER pro tempore. Under
the Speaker's announced policy of January 21, 1997, the gentlewoman from
Michigan [Ms. STABENOW] is recognized
during morning hour debates for 4 min-

utes.
Ms. STABENOW. Mr. Speaker, I rise
today to talk about one of the most
critical issues facing our country, and
that is support for public education
and developing and expanding a skilled
work force that is able to compete in
the world in the 21st Century.
We are going to be discussing this
week on this floor issues related to
public education. We are going to be
talking about the D.C. schools and the
fact that there are leaky roofs, roofs
falling in, and what the solution should
be.
We are going to hear from the majority that the solution to leaky roofs is
vouchers. We on the minority side are
going to say that the solution to leaky
roofs is to fix the roof, it is to then go
on and make sure we have quality
teachers teaching basic skills with
technology in their classrooms, safe
classrooms, children coming into kindergarten prepared to learn, and that
we make a national commitment to
our public education system all across
this country.
Our democracy is founded on the belief that we have to provide a quality
public education to every child in
every neighborhood if we are to remain
strong and independent as a country.
There are wonderful examples of supporting public schools in my district in
Michigan. I attended on Sunday a celebration of a restoration of the Mason
public schools, where in their elementary schools and their high school they
have been investing in increasing their
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Now, here is the bottom line: If you
are over 50 years old, you are going to
have to live about 26 years after you
retire just to break even on the taxes
that you and your employer paid into
Social Security. That is why private
investment has got to be part of the solution.
If you are a lucky enough individual
to break even, and that is even if Congress does not face up to the problem,
then I think it is very important that
Congress wakes up to the fact that the
longer we delay a solution for Social
Security, the more drastic that solution is going to have to be.
So what my proposal says is let us
start private investment, where part of
that Social Security tax can go into a
personal retirement investment fund
that is the property of the worker, and
if they are lucky enough to meet the
average of the last 80 years it will increase at the rate of 8.5 percent per
year, and through the magic of compound interest it will result in greater
benefits and save Social Security.

science labs and putting more technology into the buildings, a new field
house, renovating their auditorium for
the arts.
That community has made a strong
public commitment and said to the
young people of that community, "We
believe in you, we will invest in you,
and we want your public schools to be
the best they can be."
All across my district now we are involved in a private sector effort called
Net Day, where the business community has come together investing dollars, the labor community, through the
leadership of IBEW and our electricians, are donating their personal
time on Saturdays to come into the
schools, working with our educators,
working with every part of the community to wire our schools for the textbook of the future called the Internet,
whether it is the Lansing public
schools where we are wiring, in fact
have wired 29 schools and are now moving on to bring volunteers to work with
young people on basic reading skills,
whether it is Pinckney elementary
school that was wired, Lake Fenton a
week ago, or the Fenton public schools
on November 1.
We have a strong commitment in
Michigan to bringing together all parts
of the community to make the public
school system the best that it can be.
Do we need variety? Yes. Do we need
choices? Of course. But if we pull dollars away from our public school system to put into private schools and
thereby undermine the ability of every
child to get a quality education, we do
not do well for the future of this country.
There is a fundamental debate going
on in this Chamber, a fundamental debate that each of us will be participating in through our votes. I strongly
encourage my colleagues to step up and
support a continuing strong public
school system for the future.
Our children are moving into a world
that is very different, that involves
competing with people all over the
world. They need skills that will allow
them to be prepared to be successful in
that world. It starts with a strong public school system.
LOW-INCOME CHILDREN DESERVE
BEST SHOT AT GOOD EDUCATION
The SPEAKER pro tempore. Under
the Speaker's announced policy of January 21, 1997, the gentleman from
Texas, Mr. SAM JOHNSON, is recognized
during morning hour debates for 4 min-

utes.
Mr. SAM JOHNSON of Texas. Mr.
Speaker, I agree, we got to keep the
public schools going, but why does the
President continue to deny low income
students a chance to excel academically? Why does he insist that children
attend unsafe and often drug-infested
schools?

Well, to be honest, I am still trying
to find the answer to these questions. I
find it ironic that both the President
and Vice President send their children
not to the District's struggling public
schools, but to safe and challenging
private schools. They understand and
they want their children to get the
best education, get it in a safe and
friendly environment. They do not
want their children to walk through
metal detectors and have police roaming the walks and the halls or witness
a drug buy or a shooting, and I do not
blame them.
But I believe that every child, black,
white, rich or poor, should have the
same choice. They should be able to get
a first rate education, one that fosters
growth and learning, not hopelessness
and despair.
For all the President's talk of equality and opportunity for all, he is now
the obstacle to those parents who want
only the same privileges he has, to give
their kids the best education possible.
He seems to be more interested in bureaucrats, unions and Federal control
than in the well-being of our children.
Our President does not believe that
you parents are smart enough to do
what is best by your kids, by denying
you the freedom of choice that he and
the First Lady exercise, he is denying
your children their best shot at the

American dream.
What is wrong with letting parents
make their own decision, use their own
money, that their children would be
better served in a private school or a
public school on the other side of town?
What is wrong with this? What is the
President trying to save? Clearly it is
not our children's future.
Mr. Speaker, the answer is simple; it
is school choice. The answer is simple;
it is parental control. The answer is
freedom to choose how and where your
child gets an education. The President
must not prevent our children from
succeeding. The future of America depends on it.

EDUCATION, A TOP PRIORITY
WITH DEMOCRATS
The SPEAKER pro tempore. Under
the Speaker's announced policy of January 21, 1997, the gentleman from New
Jersey [Mr. PALLONE] is recognized
during morning hour debates for 5 minutes.
Mr. PALLONE. Mr. Speaker, Democrats have made education a top priority this Congress and our emphasis
has been on improving public schools,
including raising educational standards
and addressing infrastructure needs. I
listened to the previous speaker, and
my concern is that the Republican
leadership, after trying to make the
deepest education cuts in history last
year, is now emphasizing vouchers to
pay for private schools as the way to
reform our education system.
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I listened to the previous speaker,
and he talked about how the President
and Mrs. Clinton send their kids to private school. But what he neglected to
say is that they are paying for that out
of their own pocket. The problem with
the voucher system that the Republican leadership is talking about is
that this is public dollars, tax dollars,
that they want to take that to be used
to improve the public schools and take
those tax dollars and give it to private
schools.
Now, I have no problem with choice.
The President and Mrs. Clinton exercised the choice, and they pay privately out of their own pocket to send
their kids to private school, and I
think choice is great. Everyone, if they
can afford it, if they have the money,
they have the ability throughout this
great land of ours to send their kids to
private school or parochial school. But
the difference is the use of public dollars, public money that could be used
to improve the infrastructure of the
schools, to pay for more teachers, to
provide smaller classrooms, to teach
and to improve basic skills. Those public dollars should not be taken away
from the public schools and given to
private schools to pay for private education for a very few.
In my opinion, vouchers will not help
public schools; just the opposite, they
will drain away resources that could be
used to improve public school standards and rebuild crumbling or overcrowded schools.
Mr. Speaker, the Republican leadership's latest experiment with vouchers
will be rolled out this week right here
in the District of Columbia. Their plan
will be considered as part of the D.C.
appropriations bill I think this Thursday. It will provide up to $3,200 to 2,000
children in Washington to attend private schools.
This is about $45 million in Federal
funds that would be made available to
pay for private education for about 3
percent of the District of Columbia students, 3 percent of the students.
Mr. Speaker, in my opinion it makes
no sense to take away $45 million that
could be made available to the city of
Washington to improve basic schools or
to fix deteriorated buildings in the public schools and use this money for private schools.
Now, we know because of the decrepit
physical condition of many schools in
the District of Columbia, the opening
of the school year was postponed for 3
weeks. The voucher programs will take
away money that could be used to fix
these schools that were in fact closed.
Why, so that 3 percent of the students
can take advantage of the situation,
and the other 97 percent who remain in
the public schools will suffer?
With 9 out of 10 children in America
attending public schools, Democrats
understand that we need to rebuild and
reform public schools, not to destroy
them.
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Today our House Democratic Task
Force on Education is going to unveil a
new Democratic agenda to improve
public schools, and I am not going to
get into all aspects of it, but I just
wanted to mention some of the key elements again to the public schools.
First of all, the emphasis will be on
academic excellence in the basics.
Every student has to learn the basics,
reading, writing, arithmetic. That is
what it is all about if they are going to
succeed later in life.
Second, we are talking about better
training teachers to help children
achieve high standards. We need to better train our teachers if they are going
to better train our students.
Third, we are talking about a major
infrastructure program to basically improve the situation with the decrepit

buildings in many of our communities
around the country. We have overcrowding, we need new schools, we
have schools in disrepair that need to
be fixed up, we have schools that need
to be improved so they can accommodate the new high technology age that
can be wired for computers, so they can
have students so they can be involved
in the Internet, for example.
The other thing that we keep talking

about is the fact that a small amount
of money can be used on the Federal
level to support local initiatives for
strong neighborhood public schools.
Democrats believe in the neighborhood
school concept. We think the Federal
dollars can help in that regard. Also we
need to empower parents. We need to
get parents more involved in the public
schools so they can choose the best
public schools for their children.
Again, choice is fine, choice within
the public schools. Choice is also fine if
people want to pay to send their kids
to public schools. But let us use the
public dollars to improve the public
schools.
I want to say I believe very strongly,
Mr. Speaker, that Americans overwhelmingly support the Democratic
commitment to public schools, and
they want to make our public schools
safer, improve the quality of teachers,
and get parents more involved in education. That is what the Democrats
wanted. Fix the public schools, improve the public schools.
RECESS
The SPEAKER pro tempore. Pursuant to clause 12 of rule I, the Chair declares the House in recess until 10 a.m.
Accordingly (at 9 o'clock and 50 minutes a.m.), the House stood in recess
until 10 a.m.
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PRAYER
The Reverend Jay Scribner, First
Baptist Church, Branson, MO, offered
the following prayer:
Let us pray, please.
Our gracious Heavenly Father, we
are grateful for the privilege of living
in America. We are thankful for the
many freedoms which we enjoy. Freedoms which were framed by our forefathers and perpetuated by our representative form of government in this
great Republic.
I pray for these men and women who
by virtue of their election, have assumed a very honorable position as a
servant representative to the people of
these United States. May the decisions
which they make today be made with
wisdom from on high, with integrity
from within, with justice and fairness
for all people, and may it be obvious
that even though they sit on both sides
of the aisle, today they are one in purpose and intention to make right and
wise decisions. May they be decisions
that will reestablish righteousness as
the foundation of morality for America, a pride in our heritage, love for our
neighbor, and honor for our God and
Saviour.
May the biblical Gospel be central to
their public activism. May godliness be
central to their personal attributes.
And may God be central to their political action. All because righteousness
exalts a nation.
We pray this in the name of Christ
the Lord. Amen.

THE JOURNAL
The SPEAKER. The Chair has examined the Journal of the last day's proceedings and announces to the House
his approval thereof.
Pursuant to clause 1, rule I, the Journal stands approved.
Mr. McNULTY. Mr. Speaker, pursuant to clause 1, rule I, I demand a vote
on agreeing to the Speaker's approval
of the Journal.
The SPEAKER. The question is on
the Chair's approval of the Journal.
The question was taken; and the
Speaker announced that the ayes appeared to have it.
Mr. McNULTY. Mr. Speaker, I object
to the vote on the ground that a
quorum is not present and make the
point of order that a quorum is not
present.
The SPEAKER. Pursuant to clause 5
of rule I, further proceedings on this
question will be postponed.
The point of no quorum is considered
withdrawn.

L 1000

PLEDGE OF ALLEGIANCE

AFTER RECESS
The recess having expired, the House
was called to order by the Speaker at
10 a.m.

The SPEAKER. Will the gentleman
from New York [Mr. MCNULTY] come
forward and lead the House in the
Pledge of Allegiance.
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Mr. McNULTY led the Pledge of Alle- SECTION 1. SATISFACTION OF CLAIMS AGAINST
THE UNITED STATES.
giance as follows:
(a) PAYMENT OF CLAIMS.-The Secretary of
I pledge allegiance to the Flag of the the Treasury shall pay, out of money not
United States of America, and to the Repub- otherwise appropriatedlic for which it stands, one nation under God,
(1) to the Global Exploration and Developindivisible, with liberty and justice for all.
ment Corporation, a Florida corporation incorporated in Delaware, $9,500,000;
(2) to Kerr-McGee Corporation, an OklaWELCOME TO THE REVEREND JAY
homa corporation incorporated in Delaware,
SCRIBNER
$10,000,000; and
(3) to Kerr-McGee Chemical Corporation,
(Mr. BLUNT asked and was given
permission to address the House for 1 an Oklahoma corporation incorporated in
minute and to revise and extend his re- Delaware, $0.
(b) CONDITION OF PAYMENT.-(1) The paymarks.)
authorized by subsection (a)(1) is in
Mr. BLUNT. Mr. Speaker, it is a ment
settlement and compromise of all claims of
great honor to follow our guest chap- Global Exploration and Development Corlain Rev. Jay Scribner today. Reverend poration, as described in the recommendaScribner has been pastor of the First tions of the Court of Federal Claims set forth
Baptist Church in Branson for the past in 36 Fed. Cl. 776.
(2) The payment authorized by subsections
20 years. Branson has grown tremendously in the 20 years that Jay has (a)(2) and (a)(3) are in settlement and compromise
of all claims of Kerr-McGee Corporabeen there. This town of 3,500 will host
5 million visitors this year. Each Sun- tion and Kerr-McGee Chemical Corporation,
as described in the recommendations of the
day Reverend Scribner has the poten- Court of Federal Claims set forth in 36 Fed.
tial to preach to visitors from all over Cl. 776.
the world.
SEC. 2. LIMITATION ON FEES.
During his ministry the First Baptist
No more than 15 percent of the sums auChurch in Branson has quadrupled in thorized to be paid by section 1 shall be paid
size. He has led the church through two to or received by any agent or attorney for
significant building programs resulting services rendered in connection with the rein debt-free additions. We probably covery of such sums. Any person violating
should seek his financial advice while this section shall be fined not more than
$1,000.
he is here with us today.
With
the
following
committee
Reverend Scribner has been a constant leader in the community of amendment in the nature of a subBranson where he is continually an in- stitute:
fluence for biblical principles and famStrike out all after the enacting clause and
ily values. He has led the First Baptist insert in lieu thereof the following:
Church to help mission churches in SECTION 1. SATISFACTION OF CLAIMS AGAINST
THE UNITED STATES.
Missouri and in Wyoming and in the
(a) PAYMENT OF CLAIMS.-The Secretary of
country of Belarus.
He has been involved in Promise the Treasury shall pay, out of money not
otherwise appropriatedKeepers and kept his own promises, al(1) to the Global Exploration and Developways being conscientious to put his ment Corporation, a Florida corporation infamily first. He and his wife Kay just corporated in Delaware, $9,500,000;
(2) to Kerr-McGee Corporation, an Oklacelebrated 30 years of marriage. Today,
as on so many other days; Kay is at his homa corporation incorporated in Delaware,
side. As a father he has always taken $10,000,000; and
to Kerr-McGee Chemical Corporation,
time to spend with his sons when they an(3)Oklahoma
corporation incorporated in
were going to school and by planning Delaware, $0.
special outings for them.
(b) CONDITION OF PAYMENT.-(1) The payThanks, Jay and Kay, for providing ment authorized by subsection (a)(1) is in
an example for us to follow.
settlement and compromise of all claims of
Global Exploration and Development Corporation, as described in the recommendaPRIVATE CALENDAR
tions of the Court of Federal Claims set forth
The SPEAKER pro tempore (Mr. In 36 Fed. Cl. 776.
(2) The payments authorized by subNEY). This is the day for the call of the
Private Calendar. The Clerk will call sections (a)(2) and (a)(3) are in settlement
and compromise of all claims of Kerr-McGee
the first individual bill on the Private Corporation and Kerr-McGee Chemical CorCalendar.
poration, as described in the recommendations of the Court of Federal Claims set forth
In 36 Fed. Cl. 776.

AND

DE-

VELOPMENT CORP., KERR-McGEE
CORP., AND KERR-McGEE CHEMICAL CORP.
The Clerk called the bill (H.R. 1211)
for the relief of Global Exploration and
Development Corp., Kerr-McGee Corp.,
and Kerr-McGee Chemical Corp.
There being no objection, the Clerk
read the bill, as follows:
H.R. 1211
Be it enacted by the Senate and House of Representatives of the United States of America in
Congress assembled,

SEC. 2. LIMITATION ON FEES.

The SPEAKER pro tempore. Is there
objection to the request of the gentleman from Wisconsin?
There was no objection.
The SPEAKER pro tempore. The
question is on the committee amendment in the nature of a substitute.
The committee amendment in the
nature of a substitute was agreed to.
The bill was ordered to be engrossed
and read a third time, and was read the
third time, and passed.
A motion to reconsider was laid on
the table.
LLOYD B. GAMBLE
The Clerk called the bill (H.R. 998)

for the relief of Lloyd B. Gamble.'
There being no objection, the Clerk
read the bill, as follows:
H.R. 998
Be it enacted by the Senate and House of Representatives of the United States of America in
Congress assembled,
SECTION 1. APPROPRIATION OF FUNDS.

(a) PAYMENT.-The Secretary of the Treasury shall pay, out of any money in the Treasury not otherwise appropriated, to Lloyd B.
Gamble of Fairfax, Virginia, the sum of
$253,488.
(b) BASIS.-The payment required by subsection (a) shall be to compensate Lloyd B.
Gamble for the injuries sustained by him as
a result of the administration to him, without his knowledge,
of lysergic acid
diethylamlde by United States Army personnel in 1957.
SEC. 2. SATISFACTION OF CLAIMS.

The payment made pursuant to section 1
shall be in full satisfaction of all claims
Lloyd B. Gamble may have against the
United States for any injury described in
such section.
SEC. 3. INELIGIBILITY FOR ADDITIONAL BENEFITS.

Upon payment of the sum referred to in
section 1, Lloyd B. Gamble shall not be eligible for any compensation or benefits from
the Department of Veterans Affairs or the
Department of Defense for any Injury described in such section.
SEC. 4. LIMITATION OF AGENTS AND ATTORNEYS
FEES.
It shall be unlawful for an amount of more
than 10 percent of the amount paid pursuant
to section 1 to be paid to or received by any
agent or attorney for any service rendered to
Lloyd B. Gamble in connection with the benefits provided by this Act. Any person who
violates this section shall be guilty of an infraction and shall be subject to a fine In the
amount provided in title 18, United States
Code.
The bill was ordered to be engrossed
and read a third time, was read the
third time, and passed, and a motion to
reconsider was laid on the table.

No more than 15 percent of the sums authorized to be paid by section 1 shall be paid
to or received by any agent or attorney for
services rendered in connection with the reNANCY B. WILSON
covery of such sums. Any person violating
this section shall be fined not more than
The Clerk called the bill (H.R. 1313)
$1,000.
for the relief of Nancy B. Wilson.
Mr. SENSENBRENNER (during the
There being no objection, the Clerk
reading). Mr. Speaker, I ask unanimous read the bill, as follows:
consent that the committee amendH.R. 1313
ment in the nature of a substitute be
Be it enacted by the Senate and House of Repconsidered as read and printed in the resentatives of the United States of America in
Congress assembled,
RECORD.
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1. ENTITLEMENT TO WIDOW'S INSUR
ANCE BENEFITS.

IN GENERAL.-For purposes of deter-

mining the eligibility of Nancy B. Wilson,
the widow of Alphonse M. Wilson (social security number 271-18-9548), to widow's insurance benefits under section 202(e) of the Social Security Act (42 U.S.C. 402(e)), Nancy B.
Wilson shall be deemed to have been married
to Alphonse M. Wilson for a period of not
less than 9 months immediately prior to the
day on which Alphonse M. Wilson died.
(b) EFFECTIVE DATE.-Subsection (a) takes
effect on March 21, 1991.
(c) PAYMENT.-Any benefits to which
Nancy B. Wilson is entitled for the period
prior to the date of the enactment of this
Act shall be paid to her in a lump sum.
The bill was ordered to be engrossed
and read a third time, was read the
third time, and passed, and a motion to
reconsider was laid on the table.
The SPEAKER pro tempore. This
concludes the call of the Private Calendar.
ANNOUNCEMENT BY THE SPEAKER
PRO TEMPORE
The SPEAKER pro tempore. The
Chair will entertain fifteen 1-minutes
on each side.
THE IRS
(Mr. GIBBONS asked and was given
permission to address the House for 1
minute and to revise and extend his re-

marks.)
Mr. GIBBONS. Mr. Speaker, I hold
right here in my hands evidence that
the IRS is acting illegally against the
hard working men and women of this
country. Despite the fact that quotas
were outlawed 9 years ago, an inner-office memorandum that I received in
my office clearly shows that the IRS
continues to use quotas. IRS employees
note that they are hounded by their superiors to bring in a predetermined
amount of money, rather than the correct amount actually owed by the taxpayer. If they hope to receive promotions, these IRS employees are told
they must meet the monthly quota by
collecting amounts that these employees know to be above the actual
amount due.
Mr. Speaker, this is an outrage. It is
wrong by anyone's standard and it
must be stopped. The IRS must be held
accountable for their actions. I urge
my colleagues to join me in cosponsoring the bipartisan IRS Restructuring and Reform Act. Let us put an
end to the outrageous and illegal abuse
of power by this bloated Federal bureaucracy.
GALLAUDET
UNIVERSITY
CONGRESSIONAL BASKETBALL CLASSIC
(Mr. BONIOR asked and was given
permission to address the House for 1

minute.)

Mr. BONIOR. I rise this morning to
encourage all Members and staff and
others who are interested to attend the
annual, semiannual, I should say, Gallaudet University congressional basketball classic in which the Democrats
and the Republicans play against each
other. The Dunkin' Donkeys, as the
Democrats are known, will play the
Fighting Elephants on Wednesday, October 8, which is tomorrow, at 7 p.m.
Admission is free. It is at Gallaudet
University. That is the national university for the deaf and hearing impaired. I happen to be a board member
along with the gentleman from Illinois
[Mr. LAHOOD]. It is a great place.
We are raising funds for the university. It is being sponsored by the NBA,
the Washington Wizards, COMSAT and
the Milwaukee Bucks, HERB KOHL's
Milwaukee Bucks. We encourage everyone to come out. It is a great evening.
It is lots of fun. The Republicans have
a very good team. They won last year,
I think by two points. We are the underdogs but we are up for it and we
look forward to seeing everybody there
cheering us on.
ETHICS AND THE
ADMINISTRATION
(Mr. HEFLEY asked and was given
permission to address the House for 1
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for 1 minute and to revise and extend
his remarks.)
Mr.
TRAFICANT.
Mr.
Speaker,
France has cut a $2 billion natural gas
deal with Iran, that is right, Iran. And
the 15 European nations told Uncle
Sam to butt out, "It is not your business, Uncle Sam." Unbelievable. Was it
Uncle Sam's business when hundreds of
thousands of Americans died to liberate France and Europe from Nazi
rule? Is it Uncle Sam's business to pro-

tect Europe with NATO dollars? Is Bosnia our business?
Unbelievable, folks. Iran gets $2 billion from France, Iran buys missiles
from China and Russia. Iran points
missiles at Uncle Sam. Beam me up.
France and Europe are a bunch of asset
kissers. We are financing it. I say it is
time to send Europe a big fat bill.
Maybe then they will appreciate freedom and Uncle Sam.
ANNOUNCEMENT BY THE SPEAKER
PRO TEMPORE
The SPEAKER pro tempore. The
Chair will remind all persons in the
gallery that they are guests of the
House and that any manifestations of
approval or disapproval of the proceedings is in violation of the rules of
the House.

minute.)
Mr. HEFLEY. Mr. Speaker, so what
is the latest from the most ethical administration in history? Well, the same
administration that gave us Webster
Hubbell, Mike Espy, Hazel O'Leary,
Ron Brown, John Huang, Craig Livingstone and countless witnesses with law
degrees from Yale and Harvard who
just cannot quite recall whenever they
are hauled before a congressional committee, now give us incomplete tapes
of White House coffees.
But with this administration we just
do not know what we are going to get
next. First we have documents which
were subpoenaed by the special counsel
suddenly turn up in the White House
book room 2 years later. We have the
guy put in charge of the White House

security operation who somehow ends
up with 900 FBI files of Republicans;
and, oh yes, no one can seem to recall
who hired this guy.
Then we have over 50 people who
have either fled the country or taken
the fifth in order to avoid telling us
what they know about illegal foreign
campaign contributions. Now we learn
about the existence of tapes of White

House

fundraisers,- I

mean

coffees,

which conveniently are released just
after the Attorney General says the
coffees are OK. Stay tuned. The soap
opera continues.
EUROPE AND THE UNITED STATES
(Mr. TRAFICANT asked and was
given permission to address the House

A SIMPLE, FAIR TAX SYSTEM
(Mr. JONES asked and was given permission to address the House for 1
minute and to revise and extend his re-

marks.)
Mr. JONES. Mr. Speaker, the Internal Revenue Service is creating real
problems for many Americans. People
in my district did not need to see congressional hearings to know this. Too

many of them have been entangled in
IRS red tape.
Mr. Speaker, I am glad to see that
the issue of IRS reform is finally getting the national attention it deserves.
It is time for the debate to start about
how to save the American taxpayer
from the IRS burden. Americans spend
5 billion hours and $225 billion preparing their tax returns annually.
The American taxpayer has been
overburdened long enough. In addition
to the need for IRS reform, it is time
to reform the Tax Code. The Congress
owes the American taxpayer a simpler,
fairer tax system.
O 1015
BREAST CANCER CARE PETITION
DRIVE
(Ms. ESHOO asked and was given permission to address the House for 1
minute and to revise and extend her re-

marks.)
Ms. ESHOO. Mr. Speaker, I strongly
encourage my colleagues this morning
to visit a new site on the Internet
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called the on-line Breast Cancer Care
is located at
Petition Drive. It
breastcare.Shn.com.
The site offers people a chance across
this country to sign a petition calling
for hearings on two very important
bills, H.R. 135 and H.R. 164, the first
drive-through
legislation
to
ban
mastectomies and the second bill to require insurance companies that now
cover mastectomies to also cover reconstructive breast surgery.
Perhaps more impressive than the petition itself is the part of the site that
allows people to post their own perspectives on, and experience with,
breast cancer and tell their poignant
stories. One survivor wrote:
There are real tears being shed by real
women every day across the country. They
are your neighbors, your colleagues, your
kids' teachers, the clerk at the grocery
store. Breast cancer survivors have enough
to deal with. Do the right thing, Congress,
pass this legislation and help make the tears
fewer for those who will follow us.
Mr. Speaker, I urge my colleagues to
visit this breastcare.shn.com and help
get this legislation through Congress.
THE WHITE HOUSE COFFEE
COLLECTION VIDEOTAPES
(Mr. KINGSTON asked and was given
permission to address the House for 1
minute and to revise and extend his re-

marks.)
Mr. KINGSTON. Mr. Speaker, now
from the White House tapes and
records comes the coffee collection:
The first tape, "The Fugitive", starPauline
Trie,
Charlie
ring
Kanchanalak, and John Huang. The
interview,
Liar",
an
next one, "Liar,
Harold Ickes and Don Fowler. "True
Lies", an FEC review of the DNC financial report. "Rent", filmed on location
in the Lincoln bedroom. "The Conspiracy Theory", starring FRED THOMPSON and DAN BURTON. "Devil's Advocate", starring Janet Reno. "Independent Counselor's Day", starring
HENRY HYDE. "Indiana Al in the Buddhist Temple of Doom". "The Con Heir
Apparent and Michael Crittendon's
Lost Words", starring John Huang on
closed caption, where he is seen saying,
in the words of Jerry McGuire, "Show
me the money."
But, remember, unlike the Lincoln
bedroom, these tapes and videos are
not for rent. You have to get them with
a subpoena. So see a lawyer near you
and join up today. Get your coffee collector's video series from White House
Productions.
SUPPORT LAW ENFORCEMENT
OFFICERS
(Mr. ETHERIDGE asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)
Mr. ETHERIDGE. Mr. Speaker, it is
with a heavy heart that I rise on behalf

of the people of North Carolina to call
for aggressive action to crack down on
juvenile violence.
Just 2 weeks ago two teenage broth-

ers, in a stolen vehicle on 1-95 outside
Fayetteville shot and killed two North
Carolina law enforcement officers with
a military style AK-47 assault rifle.
The victims were a state trooper, Ed
Lowry, and Cumberland County sheriff's deputy David Hathcock, gunned
down in the line of duty. The authorities in Harnett County arrested these
culprits after an extensive chase.
Like my North Carolina neighbors, I
was shocked and appalled by this
senseless tragedy that has shattered
the community and taken these two
heroes' lives. Trooper Lowry was a 23year veteran of.the patrol, and Deputy
Hathcock had been on the force for 17
years. More than 3,000 mourners attended the memorial services to express sympathy to the victims' families.
Mr. Speaker, law enforcement officers put their lives on the line day in
and day out to keep our streets and
neighborhoods and communities safe
from these types of juveniles and
thugs. Police officers need our help and
support as they do their increasingly
difficult job.
In the name of Ed Lowry and David
Hathcock, I call on this Congress to
pass tough and smart legislation to
help these brave men and women fight
juvenile crime.
LOCAL JUDGE'S RULING VETOES
SCHOOL CLEAN-UP
(Mr. ROGAN asked and was given
permission to address the House for 1
minute and to revise and extend his remarks.)
Mr. ROGAN. Mr. Speaker, last weekend the city of Washington witnessed a
wonderful phenomenon on the mall. A
million men came from all over the
country for the "Promise Keepers"
rally to pray for their wives, their chil-

dren and for their nation's leaders. But
even more remarkable was the fact
that thousands of these men-carpenters, painters, and electricians-decided to leave something more tangible
behind.
According to the Washington Times,
2,000 Promise Keepers went to Taft Jr.
High School-the most dilapidated
school in Washington, and turned it
into the cleanest. The incredible thing
is that thousands more men wanted to
go into every single dilapidated school
in Washington, D.C., paint them, clean
them, and repair them so they would
be fit for our children to occupy. Unbelievably, a local superior court judge in
Washington named Kaye Christian prevented them from doing it.
Today, Mr. Speaker, children all over
the District of Columbia are going into
some of the most substandard schools
in our country, and the parents of
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those children have a right to know
from that judge why she did not heed
President Clinton and Colin Powell's
call for volunteerism. She should have
let those children be educated today in
schools that are clean, safe and fit for
occupation. Because of her order, a
great opportunity to do something for
needy children was lost.
PUBLIC SCHOOLS HAVE MADE
THIS NATION STRONG
(Ms. DELAURO asked and was given
permission to address the House for 1
minute and to revise and extend her remarks.)
Ms. DELAURO. Mr. Speaker,. with
nine out of every ten children in America attending public schools, Democrats understand that we need to rebuild and reform our public schools,
not destroy them. Yes, our public
schools have problems, some serious
problems, but we should not dismantle
public education in this country.
Public education has been the great
equalizer allowing youngsters from
every social stratum, from every economic background, whatever gender, to
be able to realize their potential and
their God given talents.
My colleagues on the other side of
the aisle have a plan that would drain

funds from America's public schools,
put that money into private schools
and private education. Speaker GINGRICH wants to impose this experimental
voucher program on school districts all
across this country.
We have a message for the Speaker:
Our children are not his guinea pigs.
Democrats will not allow this experiment to go forward.
It is our public schools that have
made this Nation strong. It has put the
American dream within reach of all of
our children and Democrats want to
improve and not destroy America's
public school system.
VICE PRESIDENT GORE WARNS OF
OVERPOPULATION
(Mr. LEWIS of Kentucky asked and
was given permission to address the
House for 1 minute and to revise and
extend his remarks.)
Mr. LEWIS of Kentucky. Mr. Speaker, Vice President AL GORE warned the
other day that overpopulation fosters
global warming. He suggested expand-

ing birth control and abortion programs in developing countries would
help reduce the environmental threat.
Noting that Third World nations are
producing too many children too fast,
in addition to too much pollution, Mr.
GORE said it is time to ignore the controversy over family planning and cut
out-of-control population growth.
This is the man that says there is not
enough spotted owls, there is not
enough trees on the planet, but we
have too many children being born.
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What is wrong with this picture? Too
many children being born in the Third
World nations.
He said one way that we can cut the
child mortality rate in this speech was
by aborting them before they could be
born. Again, what is wrong with this
picture? Kill them before they are born
so we can cut child mortality rates?
I think Mr. GORE is in real trouble
with that kind of argument.
INVEST IN PUBLIC EDUCATION;
NOT A PRIVILEGED FEW
(Mr. LEWIS of Georgia asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)
Mr. LEWIS of Georgia. Mr. Speaker,
there is nothing more important than
our children's education. That is why
Democrats want to invest in our classrooms, our teachers, our crumbling
school buildings and in our children's
future.
Since they came to power, Republicans have vowed to cut education.
Now they propose taking millions out
of public education and putting it into
vouchers, allowing a privileged few to
attend private schools. We should not
punish the many to help a privileged
few. That is not right, it is not fair, it
is not just. That is why Democrats will
continue to stand. We will continue to
fight for quality education for every
child.
Abolish the Department of Education, end the school lunch program,
cut funding for education, and now divert money to private schools. That is
the Republican education plan. Is it
any wonder the American people do not
trust their children's education in the
hands of Speaker GINGRICH?
PRESIDENT'S
ACTION
REPRESENTS ABUSE OF LINE ITEM
VETO AUTHORITY
(Mrs. FOWLER asked and was given
permission to address the House for 1
minute and to revise and extend her re-

marks.)
Mrs. FOWLER. Mr. Speaker, I rise to
condemn the President's decision yesterday to line item veto 38 military
construction projects.
The President's action represents a
blatant violation of the budget agreement reached earlier this year between
the executive and the legislative
branches. Funding for the projects included in this year's military construction appropriations bill was entirely
within the cap set forth by that agreement.
The President's action represents a
clear abuse of the line item veto authority. In the case of the projects for
Naval Station Mayport in my district
the pier improvements in question are
necessary to meet near-term home
porting requirements set forth by the
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Navy. These improvements will be
built at a later date but at a higher
cost to the taxpayers.
The President acted based on false
information provided by the Office of
Management and Budget. According to
OMB and the President, the Mayport
project did not begin construction
until fiscal year 1998. This is patently
untrue and I advised OMB of that last
week. This project would have begun
construction in June of 1998.
The President's action was an abuse
of his power and authority. Every
Member needs to be on notice we need
to remind the President that the
Founding Fathers did not intend this
body to be a rubber stamp.
CONGRESS SHOULD DO REAL
EDUCATION REFORM
(Mr. WYNN asked and was given permission to address the House for 1
minute and to revise and extend his re-

marks.)
Mr. WYNN. Mr. Speaker, today
Democrats are very concerned about
education in America. We want to rebuild our schools. We want to upgrade
our schools. We want to repair our
schools. We believe that is the way to
help local communities. The Republicans, on the other hand, believe the
way to do it is to take money out of
public schools and put it into vouchers.
The fact of the matter is that the
majority of American students, nine
out,of ten, will go to public schools.
Under their voucher program, a few
people, under an experimental program, will get money to go to vouchers, the very poor. That will leave the
middle class and the working class in
public schools and classrooms that are
sub par.
A third of our Nation's schools need
extensive repair or replacement. Onehalf of our schools have major environmental problems, such as poor ventilation, asbestos, poor heating or lighting.
We have overcrowding in many of our
Nation's schools. We need to help local
communities rebuild America's education infrastructure. We need to put
money in public education where it
really counts, and that is rebuilding
and upgrading American schools. I urge
Congress to do real education reform.
CAMPAIGN REFORM SHOULD FREE
THE PAYCHECKS OF AMERICAN
WORKERS
(Mr. TIAHRT asked and was given
permission to address the House for 1
minute and to revise and extend his re-

marks.)
Mr. TIAHRT. Mr. Speaker, imagine

the outcry if your utility company
added to your bill money that you
would have to pay to support their political agenda, and each year you would
have to give the utility company hundreds of dollars so they could push for
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their political agenda, support their
political candidates and protect their
monopoly.
Well, it happens every month here in
America. Working men and women are
forced to pay compulsory dues used for
political ploys which they do not support. Forced to fund campaigns. Forced
to fund candidates. And they do not
have a voice in how the money is spent.
The Supreme Court said it was illegal
to do it in the Beck decision, but the
administration
through
Executive
order deliberately chose not to uphold
the Court's decision. Thomas Jefferson
said it was tyranny and a sin to force
our citizens to financially support political agendas with which they disagreed.
Americans know it is wrong. Campaign reform should not and must not
occur without freeing the paychecks of
American workers.
EDUCATION INFRASTRUCTURE IS
IN A CRISIS
(Mr. STRICKLAND asked and was
given permission to address the House
for 1 minute and to revise and extend

his remarks.)
Mr. STRICKLAND. Mr. Speaker, we
need to do more for the education of
our children. In my home State of Ohio
education is in a crisis, and yet we
make decisions to take tax dollars
from working moms and dads and give
those tax dollars to wealthy urban

areas so that they can build sports stadiums.
I received a letter from a local school
superintendent who said, "Dear Ted, I
want to thank you for your article in
the Portsmouth Daily Times about
putting the education of our children
above the building of sports stadiums.
It is going to take tough decisions to
solve the school funding problem."
Then he says, "It is so unfair for our
students to have academic classes in an
old remodeled tiny locker room, and
yet a new stadium is the priority."
"Last week," he said, "I had to move
a kindergarten class out into the hallway because of sewer gas fumes. There
were no empty spare rooms to hold the
children for such an emergency."
Mr. Speaker, we need to support public education in order to educate our
children in the way they deserve to be
educated.

O 1030
HERE WE GO AGAIN
(Mr. KNOLLENBERG asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)
Mr. KNOLLENBERG. Mr. Speaker,
here we go again. First it was Whitewater, then Travelgate, then Filegate,
then White House phone calls. And if
that was not enough, now we have a

thing called Laundrygate.
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Three of Ron Carey's political consultants pled guilt to a money-laundering scheme which has caused the
1996 Teamsters election to be overturned. Their cooperation with Federal
prosecutors has shed new light on how
to raise laundered money. And to no
one's surprise, it seems the White

House and DNC and several lobbying
groups have been implicated.
Mr. Carey claims he was a victim.
The Clinton/Gore campaign and DNC
say they know nothing about it. Yet,
when you follow the money, the money
trail points right to them, in their di-

rection.
Frankly, Mr. Speaker, I am beginning to wonder who exactly is in control. Maybe it is the guy next door,
perhaps even more than they care to
admit. I really wonder.
LUPUS AWARENESS MONTH
(Mrs. MEEK of Florida asked and was
given permission to address the House
for 1 minute and to revise and extend
her remarks.)
Mrs. MEEK of Florida. Mr. Speaker,
this is October, Lupus Awareness
Month.
Many people have not heard of lupus.
It is a disease that is extremely widespread but not well-known. We have an
immune system which protects our
bodies against viruses, bacteria, and
other foreign materials. However, a
person who has lupus, their immune
system, which is supposed to be their
protector, becomes the attacker.
Perhaps the most discouraging aspect of lupus is the fact that there is
no cure. I know this from firsthand experience, having lost a sister and very
close friend to lupus.
I have introduced a bill (H.R. 1111),
the Lupus Research and Care Amendment Act of 1997, which would increase
research and deliver essential services
to individuals with lupus and their
families.
Think about it; many of my colleagues have people in their family
who suffer from lupus. It is a young
woman's disease. It usually attacks
women in their childbearing years. It is

like arthritis, rheumatism, but it attacks every system of the body.
I urge all of my colleagues, Mr.
Speaker, to join with me in cosponsoring H.R. 1111.
COMMENTS BY VICE PRESIDENT
SOLUTION
REGARDING
GORE
FOR GLOBAL WARMING
(Mr. PITTS asked and was given permission to address the House for 1
minute and to revise and extend his re-

marks and include extraneous material.)
Mr. PITTS. Mr. Speaker, I rise to express outrage at the recent comments
made by Vice President AL GORE to the
effect that abortion is the solution for
global warming.

I would like to enter into the RECORD
a letter many of us in Congress will be
sending him today. Let me read a portion of it.
Mr. Gore, as the father of four children,
surely you see the value of your own children to our society. Since we are sure you do
not regard your own children as a threat to
our environment, it is difficult to understand
why you would regard a large African, Asian,
or Latin American family as an environmental threat.
Your statements contain a crucial fallacy
of logic; namely, that human life is incompatible with sound environmental policy. We
believe it is practically and morally essential that these two goals be pursued together. A pristine environment will be of no
use to the millions of children who would be
sacrificed to the policies you endorse.
You accused those who oppose abortion as
part of U.S.-funded population control programs of creating controversy needlessly.
Let us be clear; it is not our reaffirmation of
human dignity that ought to be controversial but, rather, the violence and degradation
inflicted upon women and children through
these programs.
Mr. Speaker, I urge the Members of
the House to seek environmental
health for our world without endangering the lives of defenseless children.
The letter referred to follows:
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for 1 minute and to revise and extend
his remarks.)
Mr. STENHOLM. Mr. Speaker, yesterday the President used his newfound line item veto authority to cut a
number of congressionally and Defense
Department approved military construction projects at military installations around the United States.
Among those projects eliminated was
a squadron operations facility at Dyess
Air Force Base in Abilene, TX. With
one stroke of his pen, he has eliminated the means of building a facility
needed to serve the 500 to 1,000 men and
women who will make up the 13th
Bomber Squadron in the year 2000.
One of the reasons given for vetoing
this project is that it did not meet the
so-called quality of life requirement for
funding military construction projects.
I do not know what the President's definition of quality of life is, but I do
know that there are currently no existing facilities to house the 13th Bomber
Squadron.
Without this facility, the 500 to 1,000
men and women of the 13th Bomber
Squadron will be denied the tools they
need to do their job. How will this add
to their quality of life or their ability
Hon. ALBERT GORE,
to discharge their duties?
The White House,
This is a programmed project. The
Washington, DC.
appropriate committees of the House
DEAR VICE PRESIDENT GORE: We write to
express our concern over the comments you and Senate saw the value of this
made to TV weather forecasters on climate project and funded it for the good of
control at the White House on October 1, the Air Force and our national secu1997. Your conviction that abortion programs rity.
in developing countries are crucial to saving
Mr. President, you were wrong to
the environment is directly at odds with the veto this project.
American commitment to protecting human
life.
Mr. Gore, as the father of four children,
ERRONEOUS INFORMATION
surely you see the value of your own chilCAUSES BAD DECISIONS
do
sure
you
we
are
Since
our
society.
dren to
(Mr. SKEEN asked and was given pernot regard your own children as a threat to
our environment, it is difficult to understand mission to address the House for 1
why you would regard a large African, Asian, minute and to revise and extend his reor Latin American family as an environ- marks.)
mental threat.
Mr. SKEEN. Mr. Speaker, imagine
Your statements contain a crucial fallacy working where buildings do not meet
of logic, namely that human life is incom- current safety regulations, the heating
patible with sound environmental policy. We
not work, the
believe it is practically and morally essen- and cooling systems do
tial that these two goals be pursued to- septic tanks are failing, facilities are
gether. A pristine environment will be of no crumbling, adequate fire detection and
use to the millions of children who would be suppression systems do not exist, and
sacrificed to the policies you endorse.
in one instance a building is a breeding
You accused those who oppose abortion as ground for the hantavirus due to rat
procontrol
population
U.S.-funded
part of
infestation.
grams of creating "controversy" needlessly.
What am I describing? The White
Let us be clear: it is not our reaffirmation of
to imagine,
human dignity that ought to be controver- House? No. It is difficult
sial, but rather the violence and degradation but these working conditions do exist
inflicted upon women and children through for approximately 200 men and women
who work at the military launch comthese programs.
Mr. Vice President, we urge you to seek plexes in southern New Mexico. These
environmental health for our world without are people who are protecting our naendangering the lives of defenseless children. tional interest by testing vital naI hope that you and others in the Adminis- tional defense systems, such as the Patration will bear in mind that when it comes
to solving the problems of our planet, human triot Missile, one of the most widely
recognized and successful systems.
beings are our first natural resource.
Yesterday, by saying "no" to improving working conditions, when the
MILITARY CONSTRUCTION CUT AT
President vetoed portions of the miliDYESS AFB, TEXAS
tary construction legislation, he said
(Mr. STENHOLM asked and was "no" to the women and men by denygiven permission to address the House ing them the opportunity to perform
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their duties in the safest facilities possible.
I am introducing legislation today
that will restore funding for this and
other meritorious projects. The President's decision was misguided. This is
not about deficit reduction. This is
about the President taking the "Washington knows best" approach and ignoring the judgment of individuals who
are closest to the problems.

The second bill is the suspension bill
that will ratify low-level nuclear waste
compact between my State, Texas, and
States of Maine and
the great
Vermont. Again, this bill is a culmination of 5 years of work between those
States' Governors and State delegations on a bipartisan basis.
So we are going to have two bills on

the floor today, both good public policy, and I would encourage all of my
colleagues to vote for them.

AL GORE'S STATEMENTS MADE AT
WEATHER FORECASTERS' MEET- FOOD AND DRUG ADMINISTRATION
MODERNIZATION
REGULATORY
ING
ACT OF 1997
(Mr. SHIMKUS asked and was given
Mr. BLILEY. Mr. Speaker, I move to
permission to address the House for 1
minute and to revise and extend his re- suspend the rules and pass the bill
(H.R. 1411) to amend the Federal Food,
marks.)
Mr. SHIMKUS. Mr. Speaker, I too Drug, and Cosmetic Act and the Public
rise today to take exception to the Health Service Act to facilitate the destatements made by Vice President AL velopment and approval of new drugs
GORE last Wednesday in a meeting of and biological products, and for other
purposes, as amended.
the weather forecasters.
The Clerk read as follows:
In this speech, Vice President GORE
H.R. 1411
claimed that overpopulation was a
major cause of worldwide environBe it enacted by the Senate and House of Repmental problems and global warming. resentatives of the United States of America in
But what was indefensible were the so- Congress assembled,
lutions which he offered for the still SECTION 1. SHORT TITLE; REFERENCES; TABLE
OF CONTENTS.
disputed problem of global warming.
(a) SHORT TITLE.-This Act may be cited as
The Vice President praised President
"Food and Drug Administration ReguClinton for the repeal of the Mexico the
latory Modernization Act of 1997".
City policy, which permitted hundreds
as otherwise
(b) REFERENCES.-Except
of millions of tax dollars to flow to or- specified, whenever in this Act an amendganizations which perform or actively ment is expressed in terms of an amendment
promote abortion as a method of fam- to a section or other provision, the reference
ily planning in Third World countries. shall be considered to be made to that secAccording to the Washington Times, tion or other provision of the Federal Food,
Mr. GORE also stated that industri- Drug, and Cosmetic Act (21 U.S.C. 321 et
alized nations have stabilized their seq.).
(c) TABLE OF CONTENTS.-The table of conpopulations through birth control, tents for this Act is as follows:
abortion, and a reduction in child mor- Sec. 1. Short title; references; table of contality rates but that world population
tents.
would grow if developing nations are
TITLE I-IMPROVING REGULATION OF
not targeted now.
DRUGS
Has the Vice President's environSec. 101. Fees relating to drugs.
mental extremism gone so far that he Sec. 102. Pediatric studies of drugs.
now advocates the worldwide killing of Sec. 103. Expediting study and approval of
innocent babies as the solution to the
fast track drugs.
still unproven problem of global warm- Sec. 104. Expanded access to investigational
therapies.
ing?
Sec. 105. Information program on clinical
trials for serious or life-threatTODAY IS GREAT DAY FOR
ening diseases.
of information on
Sec.
106.
Dissemination
CONGRESS
new uses.
(Mr. BARTON of Texas asked and Sec. 107. Studies and reports.
was given permission to address the Sec. 108. Approval of supplemental applicaHouse for 1 minute and to revise and
tions for approved products.
Sec. 109. Health care economic information.
extend his remarks.)
Mr. BARTON of Texas. Mr. Speaker, Sec. 110. Clinical investigations.
today is a great day for the Congress. Sec. 111. Manufacturing changes for drugs.
It shows that the system does work. Sec. 112. Streamlining clinical research on
drugs.
There are going to be two bills on the Sec. 113. Data requirements for drugs.
suspension calendar that I worked on Sec. 114. Content and review of applications.
very hard for the last several years.
Sec. 115. Scientific advisory panels.
The first bill is a comprehensive FDA Sec. 116. Dispute resolution.
reform bill to reform the Food and Sec. 117. Informal agency statements.
Drug Administration. It is the cul- Sec. 118. Positron emission tomography.
mination of a series of 3 years of work Sec. 119. Requirements for radiopharmaceuticals.
on a bipartisan basis to bring the Sec. 120. Modernization of regulation.
American people the safest food and Sec. 121. Pilot and small scale manufacture.
the most technologically advanced Sec. 122. Insulin and antibiotics.
drugs and medical devices in the world. Sec. 123. FDA mission and annual report.

Sec. 124. Information system.
Sec. 125. Education and training.
Sec. 126. Centers for education and research
on drugs.
Sec. 127. Harmonization.
Sec. 128. Environmental impact review.
Sec. 129. National uniformity.
Sec. 130. FDA study of mercury compounds
in drugs and food.
Sec. 131. Notification of discontinuance of a
life saving product.
TITLE II-IMPROVING REGULATION OF
DEVICES
Sec. 201. Dispute resolution.
Sec. 202. Investigational device exemptions;
expanded access.
Sec. 203. Special review for certain devices.
Sec. 204. Expanding humanitarian use of devices.
Sec. 205. Device standards.
Sec. 206. Scope of review.
Sec. 207. Premarket notification.
Sec. 208. Classification panels.
Sec. 209. Premarket approval.
Sec. 210. Accreditation for accredited persons.

Preamendment devices.
Device tracking.
Postmarket surveillance.
Harmonization.
Reports.
Practice of medicine.
Clarification of definition.
Labeling and advertising regarding
compliance with statutory requirements.
Sec. 219. FDA mission and annual report.
Sec. 220. Information system.
Sec. 221. Noninvasive blood glucose meter.
Sec. 222. Rule of construction.
TITLE III-IMPROVING REGULATION OF
FOOD
Sec. 301. Flexibility for regulations regarding claims.
Sec. 302. Petitions for claims.
Sec. 303. Health claims for food products.
Sec. 304. Nutrient content claims.
Sec. 305. Referral statements.
Sec. 306. Disclosure of irradiation.
Sec. 307. Irradiation petition.
Sec. 308. Glass and ceramic ware.
Sec. 309. Food contact substances.
Sec. 310. Margarine.
Sec. 311. Effective date.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.

211.
212.
213.
214.
215.
216.
217.
218.

TITLE I-IMPROVING REGULATION OF
DRUGS
SEC. 101. FEES RELATING TO DRUGS.

(a) FINDINGS.-Congress finds that(1) prompt approval of safe and effective
new drugs and other therapies is critical to
the improvement of the public health so that
patients may enjoy the benefits provided by
these therapies to treat and prevent illness
and disease;
(2) the public health will be served by making additional funds available for the purpose of augmenting the resources of the Food
and Drug Administration that are devoted to
the process for review of human drug applications:
(3) the provisions added by the Prescription Drug User Fee Act of 1992 have been successful in substantially reducing review
times for human drug applications and
should be(A) reauthorized for an additional 5 years,
with certain technical improvements; and
(B) carried out by the Food and Drug Administration with new commitments to implement more ambitious and comprehensive
improvements in regulatory processes of the
Food and Drug Administration; and
(4) the fees authorized by amendments
made in this title will be dedicated toward

October 7, 1997

CONGRESSIONAL RECORD-HOUSE

expediting the drug development process and

(C) AUTHORITY TO ASSESS AND USE DRUG
FEES.(1) TYPES OF FEES.-Section 736(a) (21
U.S.C. 379h(a)) is amended(A) by striking "Beginning in fiscal year
1993" and inserting "Beginning in fiscal year
1998";
(B) in paragraph (1)(i) by striking subparagraph (B) and inserting the following:
"(B) PAYMENT.-The fee required by subparagraph (A) shall be due upon submission
of the application or supplement.";
(ii) in subparagraph (D)(I) in the subparagraph heading, by striking "NOT ACCEPTED" and inserting "REFUSED";
(II) by striking "50 percent" and inserting
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notwithstanding the number of prescription
the review of human drug applications as set
drug products manufactured at the establishforth in the goals identified in the letters of
ment. In the event an establishment is listed
. and
.
.
from the
in a human drug application by more than 1
Secretary of Health and Human Services to
applicant, the establishment fee for the fisthe chairman of the Committee on Comcal year shall be divided equally and assessed
merce of the House of Representatives and
among the applicants whose prescription
the chairman of the Committee on Labor and
drug products are manufactured by the esHuman Resources of the Senate, as set forth
tablishment during the fiscal year and asat
Cong. Rec. __
_ (daily ed.
sessed product fees under paragraph (3).
,1997).
"(B) EXCEPTION.-If, during the fiscal year,
(b) DEFINITIONS.-Section 735 (21 U.S.C.
an applicant initiates or causes to be initi379g) is amendedated the manufacture of a prescription drug
(1) in the second sentence of paragraph
product at an establishment listed in its
(1)human drug application(A) by striking "Service Act, and" and in"(I) that did not manufacture the product
serting "Service Act,"; and
in the previous fiscal year; and
(B) by striking "September 1, 1992." and in"(ii) for which the full establishment fee
serting the following: "September 1, 1992, "75 percent";
has been assessed in the fiscal.year at a time
does not include an application for a licen(III) by striking "subparagraph (B)(i)" and before manufacture of the prescriptidn drug
sure of a biological product for further man- inserting "subparagraph (B)"; and
product was begun;
ufacturing use only, and does not include an
(IV) by striking "not accepted" and insert- the applicant will not be assessed a share of
application or supplement submitted by a
ing "refused"; and
the establishment fee for the fiscal year in
State or Federal Government entity for a
(i1) by adding at the end the following:
which the manufacture of the product
drug that is not distributed commercially.
"(E) EXCEPTION FOR DESIGNATED ORPHAN began.".
Such term does include an application for li- DRUG OR INDICATION.-A human drug applica(D) in paragraph (3)censure, as described in subparagraph (D), of tion for a prescription drug product that has
(1) in subparagraph (A)a large volume biological product intended been designated as a drug for a rare disease
(I) in clause (i), by striking "is listed" and
for single dose injection for intravenous use or condition pursuant to section 526 shall not
inserting "has been submitted for listing";
or infusion.";
be subject to a fee under subparagraph (A), and
(2) in the second sentence of paragraph unless the human drug application includes
(II) by striking "Such fee shall be paid"
indications for other than rare diseases or and all that follows through "section 510."
(3)conditions. A supplement proposing to in(A) by striking "Service Act, and" and inand inserting the following: "Such fee shall
serting "Service Act,"; and
clude a new indication for a rare disease or
be payable for the fiscal year in which the
condition in a human drug application shall product is first submitted for listing under
(B) by striking "September 1, 1992." and inserting the following: "September 1, 1992, not be subject to a fee under subparagraph section 510, or for relisting under section 510
does not include a biological product that is (A), if the drug has been designated pursuant
if the product has been withdrawn from listlicensed for further manufacturing use only, to section 526 as a drug for a rare disease or
ing and relisted. After such fee is paid for
and does not include a drug that is not dis- condition with regard to the indication pro- that fiscal year, such fee shall be payable on
tributed commercially and is the subject of posed in such supplement.
or before January 31 of each year. Such fee
an application or supplement submitted by a
"(F) EXCEPTION FOR SUPPLEMENTS FOR PEDI- shall be paid only once for each product for
State or Federal Government entity. Such
ATRIC INDICATIONS.-A supplement
to a
a fiscal year in which the fee is payable.";
term does include a large volume biological human drug application for an indication for and
product intended for single dose injection for
use in pediatric populations shall not be as(ii) in
subparagraph (B), by striking
intravenous use or infusion.";
sessed a fee under subparagraph (A).
"505(j)." and inserting the following: "505(j),
(3) in paragraph (4), by striking "without"
"(G) REFUND OF FEE IF APPLICATION WITH- under an abbreviated application filed under
and inserting "without substantial";
DRAWN.-If an application or supplement is section 507, or under an abbreviated new
(4) by amending the first sentence of para- withdrawn after the application or supple- drug application pursuant to regulations in
graph (5) to read as follows:
ment is filed, the Secretary may waive and effect prior to the implementation of the
"(5) The term 'prescription drug establish- refund the fee or a portion of the fee if no
Drug Price Competition and Patent Term
ment' means a foreign or ddmestic place of substantial work was performed on the appli- Restoration Act of 1984.".
business which is at one general physical lo- cation or supplement after the application or
(2) FEE AMOUNTS.-Section 736(b) (21 U.S.C.
cation consisting of one or more buildings all supplement was filed. The Secretary shall 379h(b)) is amended to read as follows:
of which are within 5 miles of each other and have the sole discretion to waive and refund
"(b) FEE AMOUNTS.-Except as provided in
at which one or more prescription drug prod- a fee or a portion of the fee under this subucts are manufactured in final dosage paragraph. A determination by the Secretary subsections (c), (d), (f), and (g), the fees reform.".
concerning a waiver or refund under this quired under subsection (a) shall be determined and assessed as follows:
(5) in paragraph (7)(A)paragraph shall not be reviewable.";
"(1) APPLICATION AND SUPPLEMENT FEES.(C) by striking paragraph (2) and inserting
(A) by striking "employees under con"(A) FULL FEES.-The application fee under
tract" and all that follows through "Adminin lieu the following:
istration," the second time it occurs and insubsection (a)(1)(A)(i) shall be $250,704 in fis"(2) PRESCRIPTION DRUG ESTABLISHMENT
cal year 1998, $256,338 in each of fiscal years
serting "contractors of the Food and Drug FEE.Administration,"; and .
"(A) IN GENERAL.-Except as provided in 1999 and 2000, $267,606 in fiscal year 2001, and
(B) by striking "and committees," and insubparagraph (B), each person that is named $258,451 in fiscal year 2002.
"(B) OTHER FEES.-The fee under subserting "and committees and to contracts as the applicant in a human drug applicawith such contractors,";
tion, and after September 1, 1992, had pend- section (a)(l)(A)(ii) shall be $125,352 in fiscal
(6) in paragraph (8)ing before the Secretary a human drug appli- year 1998, $128,169 in each of fiscal years 1999
cation or supplement, shall be assessed an
and 2000, $133,803 in fiscal year 2001, and
(A) in subparagraph (A)$129,226 in fiscal year 2002.
(1)by striking "August of" and inserting annual fee established in subsection (b) for
"(2) FEE REVENUES FOR ESTABLISHMENT
"April of"; and
each prescription drug establishment listed
(ii) by striking "August 1992" and inserting in its approved human drug application as an FEES.-The total fee revenues to be collected
"April 1997";
establishment that manufactures the pre- in establishment fees under subsection (a)(2)
(B) in subparagraph (B), by striking "1992"
scription drug product named in the applica- shall be $35,600,000 in fiscal year 1998,
tion. The annual establishment fee shall be $36,400,000 in each of fiscal years 1999 and
and inserting "1997"; and
assessed in each fiscal year in which the pre- 2000, ,$38,000,000 in fiscal year 2001, and
(C) by striking the second sentence; and
scription drug product named in the applica- $36,700,000 in fiscal year 2002.
(7) by adding at the end the following:
"(3) TOTAL FEE REVENUES FOR PRODUCT
"(9) The term 'affiliate' means a business tion is assessed a fee under paragraph (3) unless the prescription drug establishment list- FEES.-The total fee revenues to be collected
entity that has a relationship with a second
in
product fees under subsection (a)(3) in a
engage
in
the
in
the
application
does
not
business entity if, directly or indirectlyed
"(A) one business entity controls, or has manufacture of the prescription drug prod- fiscal year shall be equal to the total fee revenues collected in establishment fees under
the power to control, the other business enti- uct during the fiscal year. The establishment
fee shall be payable on or before January 31 subsection (a)(2) in that fiscal year.".
ty; or
shall
(3) INCREASES AND ADJUSTMENTS.-Section
Each
such
establishment
each
year.
of
"(B) a third party controls, or has power to
control, both of the business entitles.".
be assessed only one fee per establishment, 736(c) (21 U.S.C. 379h(c)) is amended-
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(A) in the subsection heading, by striking
"INCREASES AND";
(B) in paragraph (1)(1) by striking "(1) REVENUE" and all that
follows through "increased by the Secretary" and inserting the following: "(1) INFLATION ADJUSTMENT.-The fees and total fee
revenues established in subsection (b) shall
be adjusted by the Secretary";
(ii) in subparagraph (A), by striking "increase" and inserting "change";
(iii) in subparagraph (B), by striking "increase" and inserting "change"; and
(iv) by adding at the end the following
flush sentence:
"The adjustment made each fiscal year by
this subsection will be added on a compounded basis to the sum of all adjustments
made each fiscal year after fiscal year 1997
under this subsection.";
(C) in paragraph (2), by striking "October
1, 1992," and all that follows through "such
schedule." and inserting the following: "September 30, 1997, adjust the establishment and
product fees described in subsection (b) for
the fiscal year in which the adjustment occurs so that the revenues collected from each
of the categories of fees described in paragraphs (2) and (3) of subsection (b) shall be
set to be equal to the revenues collected
from the category of application and supplement fees described in paragraph (1) of subsection (b)."; and
(D) in paragraph (3), by striking "paragraph (2)" and inserting "this subsection".
(4) FEE WAIVER OR REDUCTION.-Section
736(d) (21 U.S.C. 379h(d)) is amended(A) by redesignating paragraphs (1), (2), (3),
and (4) as subparagraphs (A), (B), (C), and
(D),
respectively
and
indenting
appropriately;
(B) by striking "The Secretary shall grant
a" and all that follows through "finds that" and inserting the following:
"(1)
IN GENERAL.-The Secretary shall
grant a waiver from or a reduction of one or
more fees assessed under subsection (a)
where the Secretary finds that-";
(C) in subparagraph (C) (as so redesignated
by subparagraph (A)), by striking ", or" and
inserting a comma;
(D) in subparagraph (D) (as so redesignated
by subparagraph (A)), by striking the period
and inserting ", or";
(E) by inserting after subparagraph (D) (as
so redesignated by subparagraph (A)) the following:
"(E) the applicant is a small business submitting its first human drug application to
the Secretary for review."; and
(F) by striking "In making the finding in
paragraph (3)," and all that follows through
"standard costs." and inserting the following:
"(2) USE OF STANDARD COSTS.-In making
the finding in paragraph (1)(C), the Secretary
may use standard costs.
"(3) RULES RELATING TO SMALL BUSINESSES."(A) DEFINITION.-In paragraph (1)(E), the
term 'small business' means an entity that
has fewer than 500 employees, including employees of affiliates.
"(B) WAIVER OF APPLICATION FEE.-The
Secretary shall waive under paragraph (1)(E)
the application fee for the first human drug
application that a small business or its affiliate submits to the Secretary for review.
After a small business or its affiliate is
granted such a waiver, the small business or
its affiliate shall pay"(i) application fees for all subsequent
human drug applications submitted to the
Secretary for review in the same manner as
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business; and
"(ii) all supplement fees for all supplements to human drug applications submitted
to the Secretary for review in the same manner as an entity that does not qualify as a
small business.".
(5) ASSESSMENT OF FEES.-Section 736(f)(1)
(21 U.S.C. 379h(f)(1)) is amended(A) by striking "fiscal year 1993" and inserting "fiscal year 1997"; and
(B) by striking "fiscal year 1992" and inserting "fiscal year 1997 (excluding the
amount of fees appropriated for such fiscal
year)".
(6) CREDITING AND AVAILABILITY OF FEES.Section 736(g) (21 U.S.C. 379h(g)) is amended(A) in paragraph (1), by adding at the end
the following: "Such sums as may be necessary may be transferred from the Food and
Drug Administration salaries and expenses
appropriation account without fiscal year
limitation to such appropriation account for
salaries and expenses with such fiscal year
limitation. The sums transferred shall be
available solely for the process for the review of human drug applications within the
meaning of section 735(6).";
(B) in paragraph (2)(i) in subparagraph (A), by striking "Acts"
and inserting "Acts, or otherwise made
available for obligation,"; and
(ii) in subparagraph (B), by striking "over
such costs for fiscal year 1992" and inserting
"over such costs, excluding costs paid from
fees collected under this section, for fiscal
year 1997"; and
(C) by striking paragraph (3) and inserting
the following:
"(3) AUTHORIZATION OF APPROPRIATIONS.There is authorized to be appropriated for
fees under this section"(A) $106,800,000 for fiscal year 1998;
"(B) $109,200,000 for fiscal year 1999;
"(C) $109,200,000 for fiscal year 2000;
"(D) $114,000,000 for fiscal year 2001; and
"(E) $110,100,000 for fiscal year 2002,
as adjusted to reflect adjustments in the
total fee revenues made under this section
and changes in the total amounts collected
by application, supplement, establishment,
and product fees.
"(4) OFFSET.-Any amount of fees collected
for a fiscal year which exceeds the amount of
fees specified in appropriation Acts for such
fiscal year shall be credited to the appropriation account of the Food and Drug Administration as provided in paragraph (1), and
shall be subtracted from the amount of fees
that would otherwise be authorized to be collected under appropriation Acts for a subsequent fiscal year.".
(7) REQUIREMENT FOR WRI'IT'EN REQUESTS
FOR WAIVERS, REDUCTIONS, AND FEES.-Section 736 (21 U.S.C. 379h) is amended(A) by redesignating subsection (i) as subsection (j); and
(B) by inserting after subsection (h) the
following:
"(i) WRITTEN REQUESTS FOR WAIVERS, REDUCTIONS, AND REFUNDS.-To qualify for consideration for a waiver or reduction under
subsection (d), or for a refund of any fee collected in accordance with subsection (a), a
person shall submit to the Secretary a written request for such waiver, reduction, or refund not later than 180 days after such fee is
due.".
(8) SPECIAL RULE FOR WAIVER, REFUNDS, AND
EXCEPTIONS.-Any requests for waivers, refunds, or exceptions for fees assessed prior to
the date of enactment of this Act shall be
submitted in writing to the Secretary of
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Health and Human Services within 1 year
after the date of enactment of this Act.
(d) ANNUAL REPORTS.(1) PERFORMANCE REPORT.-Beginning with
fiscal year 1998, not later than 60 days after
the end of each fiscal year during which fees
are collected under part 2 of subchapter C of
chapter VII of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 379g et seq.), the Secretary of Health and Human Services shall
prepare and submit to the Committee on
Commerce of the House of Representatives
and the Committee on Labor and Human Resources of the Senate a report concerning
the progress of the Food and Drug Administration in achieving the goals identified in
the letter described in subsection (a)(4) during such fiscal year and the future plans of
the Food and Drug Administration for meeting the goals.
(2) FISCAL REPORT.-Beginning with fiscal
year 1998, not later than 120 days after the
end of each fiscal year during which fees are
collected under the part described in subsection (a), the Secretary of Health and
Human Services shall prepare and submit to
the Committee on Commerce of the House of
Representatives and the Committee on
Labor and Human Resources of the Senate a
report on the implementation of the authority for such fees during such fiscal year and
the use, by the Food and Drug Administration, of the fees collected during such fiscal
year for which the report is made.
(e) EFFECTIVE DATE.-The amendments
made by this section shall take effect October 1, 1997.
(f) TERMINATION OF EFFECTIVENESS.-The
amendments made by subsections (b) and (c)
cease to be effective October 1, 2002, and subsection (d) ceases to be effective 120 days
after such date.
SEC. 102. PEDIATRIC STUDIES OF DRUGS.
Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 505 the following:
"PEDIATRIC STUDIES OF DRUGS
"SEC. 505A. (a) MARKET EXCLUSIVITY FOR
NEW DRUGS.-If, prior to approval of an application that is submitted under section
505(b)(1), the Secretary determines that information relating to the use of a drug in the
pediatric population may produce health
benefits in that population, the Secretary
makes a written request for pediatric studies
(which shall include a timeframe for completing such studies), and such studies are
completed within any such timeframe and
the reports thereof submitted in accordance
with subsection (d)(2) or accepted in accordance with subsection (d)(3)"(1)(A) the period during which an application may not be submitted under subsections
(c)(3)(D)(ii) and (j)(4)(D)(ii) of section 505
shall be five years and six months rather
than five years, and the references in subsections (c)(3)(D)(ii) and (j)(4)(D)(ii) of section 505 to four years, to forty-eight months,
and to seven and one-half years shall be
deemed to be four and one-half years, fiftyfour months, and eight years, respectively;
or
"(B) the period of market exclusivity
under subsections (c)(3)(D)(iil) and (iv) and
(j)(4)(D)(iii) and (iv) of section 505 shall be
three years and six months rather than three
years; and
"(2)(A) if the drug is the subject of"(1) a listed patent for which a certification has been submitted under subsections
(b)(2)(A)(li) or (j)(2)(A)(vili)(II) of section 505
and for which pediatric studies were submitted prior to the expiration of the patent
(Including any patent extensions); or
"(ii) a listed patent for which a certification has been submitted under subsections
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(b)(2)(A)(iil) or (j)(2)(A)(vll)(III) of section
505,
the period during which an application may
not be approved under section 505(c)(3) or
section 505(j)(4)(B) shall be extended by a period of six months after the date the patent
expires (including any patent extensions); or
"(B) if the drug is the subject of a listed
patent for which a certification has
subsection
under
submitted
been
(b)(2)(A)(iv) or (j)(2)(A)(vii)(IV) of section 505,
and in the patent infringement litigation resulting from the certification the court determines that the patent is valid and would
be infringed, the period during which an application may not be approved under section
505(c)(3) or section 505(j)(4)(B) shall be extended by a period of six months after the
date the patent expires (including any patent
extensions).
"(b) SECRETARY TO DEVELOP LIST OF DRUGS
FOR WHICH ADDITIONAL PEDIATRIC INFORMA-

TION MAY BE BENEFICIAL.-Not later than 180
days after the date of enactment of this section, the Secretary, after consultation with
experts in pediatric research shall develop,
prioritize, and publish an initial list of approved drugs for which additional pediatric
information may produce health benefits in
the pediatric population. The Secretary shall
annually update the list.
"(c)

MARKET EXCLUSIVITY

FOR ALREADY-

MARKETED DRUGS.-If the Secretary makes a
written request to the holder of an approved
application under section 505(b)(1) for pediatric studies (which shall include a timeframe for completing such studies) concerning a drug identified in the list described
in subsection (b), the holder agrees to the request, the studies are completed within any
such timeframe and the reports thereof are
submitted in accordance with subsection
(d)(2) or accepted in accordance with subsection (d)(3)"(1)(A) the period during which an application may not be submitted under subsection
(c)(3)(D)(ii) or (j)(4)(D)(ii) of section 505 shall
be five years and six months rather than five
years, and the references in subsections
(c)(3)(D)(ii) and (j)(4)(D)(ii) of section 505 to
four years, to forty-eight inonths, and to
seven and one-half years shall be deemed to
be four and one-half years, fifty-four months,
and eight years, respectively; or
"(B) the period of market exclusivity
under subsections (c)(3)(D)(iii) and (iv) and
(j)(4)(D)(iii) and (iv) of section 505 shall be
three years and six months rather than three
years; and
"(2)(A) if the drug is the subject of"(i) a listed patent for which a certification has been submitted under subsection
(b)(2)(A)(ii) or (j)(2)(A)(v.ii)(I) of section 505
and for which pediatric studies were submitted prior to the expiration of the patent
(including any patent extensions); or
"(ii) a listed patent for which a certification has been submitted under subsection
(b)(2)(A)(lii) or (j)(2)(A)(vl)(III) of section
505,
the period during which an application may
not be approved under section 505(c)(3) or
section 505(j)(4)(B) shall be extended by a period of six months after the date the patent
expires (including any patent extensions); or
"(B) if the drug is the subject of a listed
patent for which a certification has been
submitted under subsection (b)(2)(A)(lv) or
(j)(2)(A)(vli)(IV) of section 505, and in the
patent infringement litigation resulting
from the certification the court determines
that the patent is valid and would be Infringed, the period during which an application may not be approved under section

505(c)(3) or section 505(j)(4)(B) shall be extended by a period of six months after the
date the patent expires (including any patent
extensions).
"(d) CONDUCT OF PEDIATRIC STUDIES."(1) AGREEMENT FOR STUDIES.-The Secretary may, pursuant to a written request
for studies, after consultation with"(A) the sponsor of an application for an
investigational new drug under section 505(1);
"(B) the sponsor of an application for a
drug under section 505(b)(l); or
"(C) the holder of an approved application
for a drug under section 505(b)(1),
agree with the sponsor or holder for the conduct of pediatric studies for such drug.
"(2) WRITTEN PROTOCOLS TO MEET THE STUDIES REQUIREMENT.-If the sponsor or holder
and the Secretary agree upon written protocols for the studies, the studies requirement
of subsection (a) or (c) is satisfied upon the
completion of the studies and submission of
the reports thereof in accordance with the
original written request and the written
agreement referred to in paragraph (1). Not
later than 60 days after the submission of the
report of the studies, the Secretary shall determine if such studies were or were not conducted in accordance with the original written request and the written agreement and
reported in accordance with the requirements of the Secretary for filing and so notify the sponsor or holder.
"(3) OTHER METHODS TO MEET THE STUDIES
REQUIREMENT.-If the sponsor or holder and
the Secretary have not agreed in writing on
the protocols for the studies, the studies requirement of subsection (a) or (c) is satisfied
when such studies have been completed and
the reports accepted by the Secretary. Not
later than 90 days after the submission of the
reports of the studies, the Secretary shall accept or reject such reports and so notify the
sponsor or holder. The Secretary's only responsibility in accepting or rejecting the reports shall be to determine, within the 90
days, whether the studies fairly respond to
the written request, whether such studies
have been conducted in accordance with
commonly accepted scientific principles and
protocols, and whether such studies have
been reported in accordance with the requirements of the Secretary for filing.
"(e) DELAY OF EFFECTIVE DATE FOR CERTAIN APPLICATIONS; PERIOD OF MARKET EX-

CLUSIVITY.-If the Secretary determines that
the acceptance or approval of an application
under section 505(b)(2) or 505(j) for a drug
may occur after submission of reports of pediatric studies under this section, which
were submitted prior to the expiration of the
patent (including any patent extension) or
market exclusivity protection, but before
the Secretary has determined whether the
requirements of subsection (d) have been satisfied, the Secretary shall delay the acceptance or approval under section 505(b)(2) or
505(j), respectively, until the determination
under subsection (d) is made, but such delay
shall not exceed 90 days. In the event that
requirements of this section are satisfied,
the applicable period of market exclusivity
referred to in subsection (a) or (c) shall be
deemed to have been running during the period of delay.
"(f) NOTICE OF DETERMINATIONS ON STUDIES
REQUIREMENT.-The Secretary shall publish
a notice of any determination that the requirements of subsection (d) have been met
and that submissions and approvals under
section 505(b)(2) or (j) for a drug will be subject to the provisions of this section.
"(g) DEFINITIONS.-As used in this section,

the

term 'pediatric

studies'

or 'studies'
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means at least one clinical investigation
(that, at the Secretary's discretion, may Include pharmacokinetic studies) in pediatric
age groups in which a drug is anticipated to
be used.
"(h) LIMITATION.-The holder of an approved application for a new drug that has
already received six months of market exclusivity under subsection (a) or (c) may, if otherwise eligible, obtain six months of market
exclusivity under subsection (c)(1)(B) for a
supplemental application, except that the
holder is not eligible for exclusivity under
subsection (c)(2).
"(i) RELATIONSHIP TO REGULATIONS.-Notwithstanding any other provision of law, if
any pediatric study is required pursuant to
regulations promulgated by the Secretary,
such study shall be deemed to satisfy the requirement for market exclusivity pursuant
to this section.
"(j) SUNSET.-No period of market exclusivity shall be granted under this section
based on studies commenced after January 1.
2002. The Secretary shall conduct a study
and report to Congress not later than January 1, 2001, based on the experience under the
program. The study and report shall examine
all relevant issues, including"(1) the effectiveness of the program in improving information about important pediatric uses for approved drugs;
"(2) the adequacy of the incentive provided
under this section;
"(3) the economic impact of the program
on taxpayers and consumers, including the
impact of the lack of lower cost generic
drugs on lower income patients; and
*'(4) any suggestions for modification that
the Secretary deems appropriate.".
SEC. 103. EXPEDITING STUDY AND APPROVAL OF
FAST TRACK DRUGS.
(a) IN GENERAL.-Chapter VII is amended
by adding at the end the following:
"SUBCHAPTER D-FAST TRACK PRODUCTS
"SEC. 741. FAST TRACK PRODUCTS.
"(a) DESIGNATION OF DRUG AS A FAST
TRACK PRODUCT."(1) IN GENERAL.-The Secretary shall facilitate the development and expedite the review of new drugs that are intended for the
treatment of serious or life-threatening conditions and that demonstrate the potential
to address unmet medical needs for such conditions. In this section, such products shall
be known as 'fast track products'.
"(2) REQUEST FOR DESIGNATION.-The sponsor of a drug may request the Secretary to
designate the drug as a fast track product. A
request for the designation may be made
concurrently with, or at any time after, submission of an application for the investigation of the drug under section 505(1) or section 351(a)(3) of the Public Health Service
Act.
"(3) DESIGNATION.-Within 30 calendar days
after the receipt of a request under paragraph (2), the Secretary shall determine
whether the drug that is the subject of the
request meets the criteria described in paragraph (1). If the Secretary finds that the
drug meets the criteria, the Secretary shall
designate the drug as a fast track product
and shall take such actions as are appropriate to expedite the development and review of the application for approval of such
product.
"(b) APPROVAL OF APPLICATION FOR A FAST
TRACK PRODUCT."(1) IN GENERAL.-The Secretary may approve an application for approval of a fast
track product under section 505(b) or section
351 of the Public Health Service Act (21
U.S.C. 262) upon a determination that the
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104. EXPANDED ACCESS TO INVESTIGATIONAL THERAPIES.
Chapter V (21 U.S.C. 351 et seq.) is amended
by adding at the end the following:
"SUBCHAPTER D-UNAPPROVED THERAPIES
AND DIAGNOSTICS
"SEC. 551. EXPANDED ACCESS TO UNAPPROVED
THERAPIES AND DIAGNOSTICS.
"(a)
EMERGENCY SITUATIONS.-The Secretary may, under appropriate conditions determined by the Secretary, authorize the
shipment of investigational drugs (as defined
in regulations prescribed by the Secretary)
for the diagnosis or treatment of a serious
disease or condition in emergency situations.
"(b) INDIVIDUAL PATIENT ACCESS TO INVESTIGATIONAL PRODUC'S INTENDED FOR SERIOUS
DISEASES.-Any person, acting through a
physician licensed in accordance with State
law, may request from a manufacturer or
distributor, and any manufacturer or distributor may provide to such physician after
compliance with the provisions of this subsection, an investigational drug (as defined
in regulations prescribed by the Secretary)
for the diagnosis or treatment of a serious
disease or condition if"(1)the licensed physician determines that
the person has no comparable or satisfactory
alternative therapy available to diagnose or
treat the disease or condition involved, and
that the risk to the person from the investigational drug is not greater than the risk
from the disease or condition;
"(2) the Secretary determines that there is
sufficient evidence of safety and effective"(C) REVIEW OF INCOMPLETE APPLICATIONS
ness to support the use of the investigational
FOR APPROVAL OF A FAST TRACK PRODUCT."(1) IN GENERAL.-If the Secretary deter- drug in the case described In paragraph (1);
"(3) the Secretary determines that provimines, after preliminary evaluation of clinsion of the investigational drug will not
ical data submitted by the sponsor, that a
interfere with the initiation, conduct, or
fast track product may be effective the Seccompletion of clinical investigations to supretary shall evaluate for filing, and may
port,marketing approval; and
commence review of portions of, an applica"(4) the sponsor, or clinical investigator, of
tion for the approval of the product before
the investigational drug submits to the Secthe sponsor submits a complete application.
retary
a clinical protocol consistent with the
The Secretary shall commence such review
only if the applicant (A) provides a schedule provisions of section 5051i) and any regulations promulgated under section 505(i) defor submission of information necessary to
make the application complete, and (B) pays scribing the use of investigational drugs in a
any fee that may be required under section single patient or a small group of patients.
"(c) TREATMENTI INDs.-Upon submission
736.
"(2) EXCEPTION.-Any time period for re- by a sponsor or a physician of a protocol inview of human drug applications that has tended to provide widespread access to an inbeen agreed to by the Secretary and that has vestigational drug for eligible patients, the
been set forth in goals identified in letters of Secretary shall permit such investigational
the Secretary (relating to the use of fees col- drug to be made available for expanded access under a treatment investigational new
lected under section 736 to expedite the drug
development process and the review of drug application if the Secretary determines
thathuman drug applications) shall not apply to
"(1) under the treatment investigational
an application submitted under paragraph (1)
new
drug application, the investigational
until the date on which the application is
drug
is intended for use in the diagnosis or
complete.
treatment of a serious or immediately life"(d) AWARENESS EFFORTS.-The Secretary
threatening disease or condition;
shall"(2) there is no comparable or satisfactory
"(1) develop and disseminate to physicians,
alternative therapy available to diagnose or
patient organizations, pharmaceutical and treat that stage of disease or condition in
biotechnology companies, and other appro- the population of patients to which
the inpriate persons a description of tie provisions
vestigational drug is intended to be adminisapplicable to fast track products established tered;
under this section; and
"(3)(A) the investigational drug is under
"(2) establish a program to encourage the investigation in a controlled clinical trial
development of surrogate endpoints that are for the use described in paragraph (1)
under
reasonably likely to predict clinical benefit
an effective investigational new drug applifor serious or life-threatening conditions for cation; or
which there exist significant unmet medical
"(B) all clinical trials necessary for apneeds.".
proval of that use of the investigational drug
(b) GUIDANCE.-Within 1 year after the date have been completed;
of enactment of this Act, the Secretary shall
"(4) the sponsor of the controlled clinical
issue guidance for fast track products (as detrials is actively pursuing marketing apfined in section 741(a)(1) of the Federal Food, proval of the investigational drug for the use
Drug, and Cosmetic Act) that describes the described in paragraph (1) with due diligence;
policies and procedures that pertain to sec"(5) the provision of the Investigational
tion 741 of such Act.
drug will not interfere with the enrollment
product has an effect on a clinical endpoint
or on a surrogate endpoint that is reasonably
likely to predict clinical benefit.
"(2) LIMITATION.-Approval of a fast track
product under this subsection may be subject
to the requirements"(A) that the sponsor conduct appropriate
post-approval studies to validate the surrogate endpoint or otherwise confirm the effect on the clinical endpoint; and
"(B) that the sponsor submit copies of all
promotional materials related to the fast
track product during the preapproval review
period and, following approval and for such
period thereafter as the Secretary deems appropriate, at least 30 days prior to dissemination of the materials.
"(3)
EXPEDITED
WITHDRAWAL
OF APPROVAL.-The Secretary may withdraw approval of a fast track product using expedited procedures (as prescribed by the Secretary in regulations which shall include an
opportunity for an informal hearing), if"(A) the sponsor fails to conduct any required post-approval study of the fast track
drug with due diligence;
"(B) a post-approval study of the fast track
product fails to verify clinical benefit of the
product;
"(C) other evidence demonstrates that the
fast track product is not safe or effective
under the conditions of use; or
"(D) the sponsor disseminates false or misleading promotional materials with respect
to the product.
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of patients in ongoing clinical investigations
under section 505(i);
"(6) in the case of serious diseases, there is
sufficient evidence of safety and effectiveness to support the use described in paragraph (1); and
"(7) in the case of immediately life-threatening diseases, the available scientific evidence, taken as a whole, provides a reasonable basis to conclude that the product may
be effective for its intended use and would
not expose patients to an unreasonable and
significant risk of illness or injury.
A protocol submitted under this subsection
shall be subject to the provisions of section
505(i) and regulations promulgated under section 505(1). The Secretary may inform national, State, and local medical associations
and societies, voluntary health associations,
and other appropriate persons about the
availability of an investigational drug under
expanded access protocols submitted under
this subsection. The information provided by
the Secretary, in accordance with the preceding sentence, shall be of the same type of
information that is required by section
402(j)(3) of the Public Health Service Act.
"(d) TERMINATION.-The Secretary may, at
any time, with respect to a sponsor, physician, manufacturer, or distributor described
in this section, terminate expanded access
provided under this section for an investigational drug if the requirements under this
section are no longer met.".
SEC. 105. INFORMATION PROGRAM ON CLINICAL
TRIALS FOR SERIOUS OR LIFETHREATENING DISEASES.
(a) IN GENERAL.-Section 402 of the Public
Health Service Act (42 U.S.C. 282) is amended(1) by redesignating subsections (j) and (k)
as subsections (k) and (1), respectively; and
(2) by inserting after subsection (1), the following:
"(j)(l) The Secretary, acting through the
Director of the National Institutes of Health,
shall establish, maintain, and operate a program with respect to information on research relating to the treatment, detection,
and prevention of serious or life-threatening
diseases and conditions. The program shall,
with respect to the agencies of the Department of Health and Human Services, be integrated and coordinated, and, to the extent
practicable, coordinated with other data
banks containing similar Information.
"(2)(A) After consultation with the Commissioner of Food and Drugs, the directors of
the appropriate agencies of the National Institutes of Health (including the National Library of Medicine), and the Director of the
Centers for Disease Control and Prevention,
the Secretary shall, in carrying out paragraph (1), establish a data bank of Information on clinical trials for drugs for serious or
life-threatening diseases and conditions.
"(B) In carrying out subparagraph (A), the
Secretary shall collect, catalog, store, and
disseminate the information described in
such subparagraph. The Secretary shall disseminate such information through information systems, which shall include toll-free
telephone communications, available to individuals with serious or life-threatening diseases and conditions, to other members of
the public, to health care providers, and to
researchers.
"(3) The data bank shall include the following:
"(A) A registry of clinical trials (whether
federally or privately funded) of experimental treatments for serious or life-threatening diseases and conditions under regulations promulgated pursuant to sections 505
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of the Federal Food, Drug, and Cosmetic Act
that provides a description of the purpose of
each experimental drug, either with the consent of the protocol sponsor, or when a trial
to test effectiveness begins. Information provided shall consist of eligibility criteria, a
description of the location of trial sites, and
a point of contact for those wanting to enroll
in the trial, and shall be in a form that can
be readily understood by members of the
public. Such Information must be forwarded
to the data bank by the sponsor of the trial
not later than 21 days after trials to test
clinical effectiveness have begun.
"(B) Information pertaining to experimental treatments for serious or life-threatening diseases and conditions that may be
available"(i) under a treatment investigational new
drug application that has been submitted to
the Food and Drug Administration under
section 551(c) of the Federal Food, Drug, and
Cosmetic Act; or
"(ii) as a Group C cancer drug (as defined
by the National Cancer Institute).
The data bank may also include Information
pertaining to the results of clinical trials of
such treatments, with the consent of the
sponsor, including Information concerning
potential toxicities or adverse effects associated with the use or administration of such
experimental treatments.
"(4) The data bank shall not include information relating to an investigation if the
sponsor has provided a detailed certification
to the Secretary that disclosure of such information would substantially interfere with
the timely enrollment of subjects in the investigation, unless the Secretary, after, the
receipt of the certification, provides the
sponsor with a detailed written determination that such disclosure would not substantially interfere with such enrollment.
"(5) For the purpose of carrying out this
subsection, there are authorized to be appropriated such sums as may be necessary. Fees
collected under section 736 of the Federal
Food, Drug, and Cosmetic Act shall not be
used in carrying out this subsection.".
(b)

COLLABORATION AND REPORT.-

(1) IN GENERAL.-The Secretary of Health

and Human Services, the Director of the National Institutes of Health, and the Commissioner of Food and Drugs shall collaborate to
determine the feasibility of including device
investigations within the scope of the registry requirements set forth in section 402(j)
of the Public Health Service Act.
(2) REPORT.-Not later than 2 years after
the date of enactment of this section, the
Secretary of Health and Human Services
shall prepare and submit to the Committee
on Labor and Human Resources of the Senate and the Committee on Commerce of the
House of Representatives a report(A) of the public health need, if any, for inclusion of device investigations within the
scope of the registry requirements set forth
in section 402(j) of the Public Health Service
Act;
(B) on the adverse Impact, if any, on device
innovation and research in the United States
if Information relating to such device investigation is required to be publicly disclosed;
and
(C) on such other issues relating to such
section 402(j) as the Secretary may deem appropriate.
SEC. 106. DISSEMINATION OF INFORMATION ON
NEW USES.

(a) IN GENERAL.-Chapter VII (2 U.S.C. 371
et seq.), as amended by section 103, is amended by adding at the end the following:

"SUBCHAPTER E-DISSEMINATION OF
TREATMENT INFORMATION
"SEC. 745. REQUIREMENTS FOR DISSEMINATION
OF TREATMENT INFORMATION ON
DRUGS.

"(a) IN GENERAL.-Notwithstanding sections 301(d), 502(f), and 505 and section 351 of
the Public Health Service Act (42 U.S.C. 262),
a manufacturer may disseminate to"(1) a health care practitioner,
"(2) a pharmacy benefit manager,
"(3) a health insurance issuer,
"(4) a group health plan, or
"(5) a Federal or State governmental agency,
written information concerning the safety,
effectiveness, or benefit of a use not described in the approved labeling of a drug if
the manufacturer meets the requirements of
subsection (b).
"(b) SPECIFIC REQUIREMENTS.-A

manufac-

turer may disseminate information about a
new use of a drug under subsection (a) only
if"(1) there is in effect for such drug an application filed under section 505(b) or a biologics license issued under section 351 of the
Public Health Service Act;
"(2) the information meets the requirements of section 746;
"(3) the information to be disseminated is
not derived from clinical research conducted
by another manufacturer or if it was derived
from research conducted by another manufacturer, the manufacturer disseminating
the information has the permission of such
other manufacturer to make the dissemination;
"(4) the manufacturer has, 60 days before
such dissemination, submitted to the Secretary"(A) a copy of the information to be disseminated; and
"(B) any clinical trial information the
manufacturer has relating to the safety or

effectiveness of the new use, any reports of
clinical experience pertinent to the safety of
the new use, and a summary of such information;
"(5) the manufacturer has complied with
the requirements of section 748 (relating to
certification that the manufacturer will submit a supplemental application with respect
to such use);
"(6) the manufacturer includes along with
the information to be disseminated under
this subsection-

"(A) a prominently displayed statement
that discloses"(i) that the information concerns a use of
a drug that has not been approved by the
Food and Drug Administration;
"(11) if applicable, that the information is
being disseminated at the expense of the
manufacturer;
"(ii) if applicable, the name of any authors of the information who are employees

of, consultants to, or have received compensation from, the manufacturer, or who
have a significant financial interest in the
manufacturer;

"(iv) the official labeling for the drug and
all updates with respect to the labeling;
"(v) if applicable, a statement that there
are products or treatments that have been
approved for the use that is the subject of
the information being disseminated pursuant
to subsection (a)(l); and
"(vi) the identification of any person that
has provided funding for the conduct of a
study relating to the new use of a drug for
which such information is being disseminated; and
"(B) a bibliography of other articles from a
scientific reference publication or scientific
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or medical journal that have been previously
published about the use of the drug covered
by the information disseminated (unless the
information already includes such bibliography).

"(c) ADDITIONAL INFORMATION.-If the Secretary determines, after providing notice of
such determination and an opportunity for a
meeting with respect to such determination,
that the information submitted by a manufacturer under subsection (b)(3)(B), with respect to the use of a drug for which the manufacturer intends to disseminate information, fails to provide data, analyses, or other
written matter that is objective and balanced, the Secretary may require the manufacturer to disseminate"(1) additional objective and scientifically
sound information that pertains to the safety or effectiveness of the use and is necessary to provide objectivity and balance, including any information that the manufacturer has submitted to the Secretary or,
where appropriate, a summary of such information or any other information that the
Secretary has authority to make available
to the public; and
"(2) an objective statement of the Secretary, based on data or other scientifically
sound information available to the Secretary, that bears on the safety or effectiveness of the new use of the drug.
"SEC. 746. INFORMATION AUTHORIZED TO BE
DISSEMINATED.
"(a) AUTHORIZED INFORMATION.-A manufacturer may disseminate the information on
the new use of a drug under section 745 only
if the information"(1) is in the form of an unabridged"(A) reprint or copy of an article, peer-reviewed by experts qualified by scientific
training or experience to evaluate the safety
or effectiveness of the drug, which was published in a scientific or medical journal (as
defined in section 750(6)), which is about a
clinical investigation with respect to the
drug, and which would be considered to be
scientifically sound by such experts; or
"(B) reference publication, described in
subsection (b), that includes information
about a clinical investigation with respect to
the drug that would be considered to be scientifically sound by experts qualified by scientific training or experience to evaluate the
safety or effectiveness of the drug that is the
subject of such a clinical investigation; and
"(2) is not false or misleading and would
not pose a significant risk to the public
health.
"(b) REFERENCE PUBLICATION.-A reference
publication referred to in subsection (a)(l)(B)
is a publication that"(1) has not been written, edited, excerpted, or published specifically for, or at
the request of, a manufacturer of a drug;
"(2) has not been edited or significantly influenced by a such a manufacturer;
"(3) is not solely distributed through such
a manufacturer but is generally available in
bookstores or other distribution channels
where medical textbooks are sold;
"(4)' does not focus on any particular drug
of a manufacturer that disseminates information under section 745 and does not have
a primary focus on new uses of drugs that
are marketed or under investigation by a
manufacturer supporting the dissemination
of information; and
"(5) presents materials that are not false
or misleading.
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"SEC. 747. ESTABLISHMENT OF LIST OF ARTICLES
AND PUBLICATIONS DISSEMINATED
AND LIST OF PROVIDERS THAT RECEIVED ARTICLES AND REFERENCE
PUBLICATIONS.
"(a) IN GENERAL.-A manufacturer may
disseminate information under section 745
only if the manufacturer prepares and submits to the Secretary biannually"(1) a list containing the titles of the articles and reference publications relating to
the new use of drugs that were disseminated
by the manufacturer to a person described in
section 745(a) for the 6-month period preceding the date on which the manufacturer
submits the list to the Secretary; and
"(2) a list that identifies the categories of
providers (as described in section 745(a)) that
received the articles and reference publications for the 6-month period described in
paragraph (1).
"(b) RECORDS.-A manufacturer that disseminates Information under section 745
shall keep records that may be used by the
manufacturer when, pursuant to section 749,
such manufacturer Is required to take corrective action and shall be made available to
the Secretary, upon request, for purposes of
ensuring or taking corrective action pursuant to such section. Such records, at the Secretary's discretion, may identify the recipient of information provided pursuant to section 745 or the categories of such recipients.
"SEC. 748. REQUIREMENT REGARDING SUBMISSION OF SUPPLEMENTAL APPLICATION FOR NEW USE; EXEMPTION
FROM REQUIREMENT.
"(a) IN GENERAL.-A manufacturer may
disseminate information under section 745 on
a new use only if"(1) the manufacturer meets the condition
described in subsection (b) or in subsection
(c); or
"(2) there is in effect for the manufacturer
an exemption under subsection (d) from the
requirement of paragraph (1).
"(b) SUPPLEMENTAL APPLICATION; CONDITION IN CASE OF COMPLETED STUDIES.-For
purposes of subsection (a)(1), a manufacturer
may disseminate information on a new use if
the manufacturer has submitted to the Secretary an application containing a certification that"(1) the studies needed for the submission
of a supplemental application for the new
use have been completed; and
"(2) the supplemental application will be
submitted to the Secretary not later than 6
months after the date of the initial dissemination of information under section 745.
"(c) SUPPLEMENTAL APPLICATION; CONDITION IN CASE OF PLANNED STUDIES."(1) IN GENERAI,.-FOr purposes of subsection (a)(1), a manufacturer may disseminate information on a new use if"(A) the manufacturer has submitted to
the Secretary an application containing"(i) a proposed protocol and schedule for
conducting the studies needed for the submission of a supplemental application for
the new use; and
"(ii) a certification that the supplemental
application will be submitted to the Secretary not later than 36 months after the
date of the initial dissemination of information under section 745 (or, as applicable, not
later than such date as the Secretary may
specify pursuant to an extension under this
paragraph or paragraph (3)); and
"(B) the Secretary has determined that the
proposed protocol is adequate and that the
schedule for completing such studies is reasonable.
The Secretary may grant a longer period of
time for a manufacturer to submit a supple-
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mental application if the Secretary deterInines that the studies needed to submit such
an application cannot be completed and submitted within 36 months.
"(2) PROGRESS REPORTS ON STUDIES.-A
manufacturer that submits to the Secretary
an application under paragraph (1) shall submit to the Secretary periodic reports describing the status of the studies involved.
"(3)
EXTENSION
OF
TIME
REGARDING
PLANNED STUDIES.-The period of 36 months
authorized in paragraph (1)(A)(ii) for the
completion of studies may be extended by
the Secretary if the manufacturer involved
submits to the Secretary a written request
for the extension and the Secretary determines that the manufacturer has acted with
due diligence to conduct the studies in a
timely manner. Such extension may not provide more than 24 additional months.
"(d) EXEMPTION FROM REQUIREMENT OF
SUPPLEMENTAL APPLICATION."(1) IN GENERAL.-For purposes of subsection (a)(2), a manufacturer may disseminate information on a new use if"(A) the manufacturer has submitted to
the Secretary an application for an exemption from meeting the requirement of subsection (a)(1);
and
"(B)(i) the Secretary has approved the application in accordance with paragraph (2);
or

"(ii) the application is deemed under para-
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the application is deemed to be a supplemental application submitted under subsection (b).
"SEC. 749. CORRECTIVE ACTIONS; CESSATION OF
DISSEMINATION.
"(a) POSTDISSEMINATION DATA REGARDING
SAFETY AND EFFECTIVENESS."(1) CORRECTIVE ACTIONS.-With respect to
data received by the Secretary after the dissemination of information under section 745
by a manufacturer has begun (whether received pursuant to paragraph (2) or otherwise), if the Secretary determines that the
data indicate that the new use involved may
not be effective or may present a significant
risk to public health, the Secretary shall,
after consultation with the manufacturer,
take such action regarding the dissemination of the information as the Secretary determines to be appropriate for the protection
of the public health, which may include ordering that the manufacturer cease the dissemination of the information.
"(2) RESPONSIBILITIES OF MANUFACTURERS
TO SUBMIT DATA.-After a manufacturer disseminates information pursuant to section
745, the manufacturer shall submit to the
Secretary a notification of any additional
knowledge of the manufacturer on clinical
research or other data that relate to the
safety or effectiveness of the new use involved. If the manufacturer is in possession
of the data, the notification shall include the
data. The Secretary shall by regulation establish the scope of the responsibilities of
manufacturers under this paragraph, including such limits on the responsibilities as the
Secretary determines to be appropriate.
"(b) CESSATION OF DISSEMINATION."(1) FAIIURE OF MANUFACTURER TO COMPLY
WITH REQUIREMENTS.-The Secretary may
order a manufacturer to cease the dissemination of information pursuant to section 745 if
the Secretary determines that the information being disseminated does not comply
with the requirements established in this
subchapter. Such an order may be issued
only after the Secretary has provided notice
to the manufacturer of the intent of the Secretary to issue the order and has provided an
opportunity for a meeting with respect to
such intent unless paragraph (2)(B) applies.
If the failure of the manufacturer constitutes a minor violation of this subchapter,
the Secretary shall delay issuing the order
and provide to the manufacturer an opportunity to correct the violation.
"(2)
SUPPLEMENTAL
APPLICATIONS.-The
Secretary may order a manufacturer to
cease the dissemination of information pursuant to section 745 if the Secretary determines that"(A) in the case of a manufacturer to
which section 748(b) applies, the Secretary
determines that the supplemental application received under such section does not
contain adequate information for approval of
the new use with respect to which the application was submitted; or
"(B) in the case of a manufacturer to
which section 748(c) applies, the Secretary
determines, after an informal hearing, that
the manufacturer is not acting with due diligence to complete the studies involved.
"(3) TERMINATION OF DEEMED APPROVAL OF

graph (3)(A) to have been approved (unless
such approval is terminated pursuant to
paragraph (3)(B)).
"(2) CONDITIONS FOR APPROVAL.-The Secretary may approve an application under
paragraph (1) for an exemption only if the
Secretary determines that"(A) it would be economically prohibitive
with respect to such drug for the manufacturer to incur the costs necessary for the
submission of a supplemental application for
reasons, as defined by the Secretary, such as
the lack of availability under law of any period during which the manufacturer would
have exclusive marketing rights with respect
to the new use involved or that the population expected to benefit from approval of
the supplemental application is small; or
"(B) it would be unethical to conduct the
studies necessary for the supplemental application for a reason such as the new use involved is the standard of medical care for a
health condition.
"(3) TIME FOR CONSII)ERATION OF APPLICATION; DEEMED APPROVAL."(A) IN GENERAL.-The Secretary shall approve or deny an application under paragraph (1) for an exemption not later than 60
days after the receipt of the application. If
the Secretary does not comply with the preceding sentence, the application is deemed to
be approved.
"(B) TERMINAT'ION OF DEEMED APPROVAL.-If
pursuant to a deemed approval under subparagraph (A) a manufacturer disseminates
written information under section 745 on a
new use, the Secretary may at any time terminate such approval and under section
749(b)(3) order the manufacturer to cease disseminating the information.
"(e) REQUIREMENTS. REGARDING APPLICATIONS.-Applications under this section shall
be submitted in the form and manner preEXEMPTION REGARDING SUPPLEMENTAL. APPLIscribed by the Secretary.
CATIONS.-If under section 748(d)(3) the Sec"(f) TRANSITION RULE.-For purposes of retary terminates a deemed approval of an
this section, in any case in which a manufac- exemption, the Secretary may order the
turer has submitted to the Secretary a sup- manufacturer involved to cease dissemiplemental application for which action by nating the information. A manufacturer
the Secretary is pending as of the date of the shall comply with an order under the preenactment of the Food and Drug Administra- ceding sentence not later than 60 days after
tion Regulatory Modernization Act of 1997, the receipt of the order.
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CORRECTIVE ACTIONS BY MANUFACTUR-

"(1) IN GENERAL.-In any case in which
under this section the Secretary orders a
manufacturer to cease disseminating information, the Secretary may order the manufacturer to take action to correct the information that has been disseminated, except
as provided in paragraph (2).
"(2) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLI-

CATIONS.-In the case of an order under subsection (b)(3) to cease disseminating information, the Secretary may not order the
manufacturer involved to take action to correct the information that has been disseminated unless the Secretary determines that
the new use described in the information
would pose a significant risk to the public
health.
"SEC. 750. DEFINITIONS.

"For purposes of this subchapter:
"(1) The term 'health care practitioner'
means a physician, or other individual who
is a provider of health care, who is licensed
under the law of a State to prescribe drugs.
"(2) The terms 'health insurance issuer'
and 'group health plan' have the meaning
given such terms under section 2791 of the
Public Health Service Act.
"(3) The term 'manufacturer' means a person who manufactures a drug, or who is licensed by such person to distribute or market the drug.
"(4) The term 'new use', with respect to a
drug, means a use that is not included in the
approved labeling of the drug.
"(5) The term 'pharmacy benefit manager'
means an organization that"(A)
manages
pharmaceutical
costs
through"(i) pharmacy benefit administration, including claims processing adjudication,
pharmacy networks, mail service, and data
reporting;
"(ii) formulary management and contracting, including evaluating drugs for formulary status, negotiations of contracts
with manufacturers, and disbursement of rebates; and
"(iii) utilization management, Including
communicating and enforcing therapy guidelines and drug use principles to physicians,
pharmacists, and patients; and
"(B) serves 2 principal types of customers
which are"(i) employers, both private- and publicsector, who use either self-funded health benefits through a third party administrator's
insurance carrier or use traditional indemnity coverage, using providers from a preferred provider network, or in a fee-for-service capacity; and
"(ii) health maintenance organizations.
"(6) The term 'scientific or medical journal' means a scientific or medical publication"(A) that is published by'an organization"(i) that has an editorial board;
"(ii) that utilizes experts, who have demonstrated expertise in the subject of an article under review by the organization and
who are independent of the organization, to
review and objectively select, reject, or provide comments about proposed articles; and
"(iii) that has a publicly stated policy, to
which the organization adheres, of full disclosure of any conflict of interest or biases
for all authors or contributors involved with
the journal or organization;
"(B) whose articles are peer-reviewed and
published in accordance with the regular
peer-review procedures of the organization;

"(C) that is generally recognized to be of
national scope and reputation;
"(D) that is indexed in the Index Medicus
of the National Library of Medicine of the
National Institutes of Health; and
"(E) that Is not In the form of a special
supplement that has been funded in whole or
in part by 1 or more manufacturers.
"SEC. 751. RULES OF CONSTRUCTION.
"(a) UNSOLICITED REQUEST.-Nothing in
section 745 shall be construed as prohibiting
a manufacturer from disseminating information in response to an unsolicited request
from a health care practitioner.
"(b) DISSEMINATION OF INFORMATION ON
DRUGS NOT EVIDENCE OF INTENDED USE.Notwithstanding subsection (a), (f), or (o) of
section 502, or any other provision of law, the
dissemination of information relating to a
new use of a drug, in accordance with section
745, shall not be construed by the Secretary
as evidence of a new intended use of the drug
that is different from the intended use of the
drug set forth in the official labeling of the
drug. Such dissemination shall not be considered by the Secretary as labeling, adulteration, or misbranding of the drug.
"(c) PATENT PROTECTION.-Nothing in section 745 shall affect patent rights in any
manner.
"(d) AUTHORIZATION FOR DISSEMINATION OF
ARTICLES AND FEES FOR REPRINTS OF ARTICLES.-Nothing in section 745 shall be construed as prohibiting an entity that publishes a scientific journal (as defined in section 750(6)) from requiring authorization
from the entity to disseminate an article
published by such entity or charging fees for
the purchase of reprints of published articles
from such entity.".
(b) PROHIBITED ACT.-Section 301 (21 U.S.C.
331) is amended by adding at the end the following:
"(x) The dissemination of information in
violation of section 745.".
(c) REGULATIONS.-Not later than 1 year
after the date of enactment of this Act, the
Secretary of Health and Human Services
shall promulgate regulations to implement
the amendments made by this section.
(d) EFFECTIVE DATE.-The amendments
made by this section shall take effect 1 year
after the date of enactment of this Act, or
upon the Secretary's issuance of final regulations pursuant to subsection (c), whichever
is sooner.
(e) SUNSET.-The amendments made by
this section cease to be effective September
30, 2006, or 7 years after the date on which
the Secretary promulgates the regulations
described in subsection (c), whichever is
later.
SEC. 107. STUDIES AND REPORTS.
(a) IN GENERAL.-The Comptroller General
of the United States shall conduct a study(1) to determine the impact of the amend-

ments made by section 7 on the resources of
the Department of Health and Human Services; and
(2) of the scientific issues raised as a result
of the amendments made by section 7, including issues relating to(A) the effectiveness of such amendments
with respect to the provision of useful scientific information to health care practitioners;
(B) the quality of the information being
disseminated pursuant to such amendments;
(C) the quality and usefulness of the information provided, in accordance with such
amendments, by the Secretary or by a manufacturer at the request of the Secretary; and
(D) the impact of such amendments on research in the area of new uses of drugs, indi-
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cations for new, uses, or dosages of drugs for
new uses, particularly the impact on pediatric.indications and rare diseases.
(b) REPORT.-Not later than January 1,
2002, the Comptroller General of the United
States shall prepare and submit to the Com-

mittee on Labor and Human Resources of the
Senate and the Committee on Commerce of
the House of Representatives a report of the
results of the study under subsection (a).
SEC. 108. APPROVAL OF SUPPLEMENTAL APPLICATIONS FOR APPROVED PRODUCTS.
(a) PERFORMANCE STANDARDS.-NOt later
than 180 days after the date of enactment of
this Act, the Secretary shall publish in the
Federal Register performance standards for
the prompt review of supplemental applications submitted for approved drugs under the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321 et seq.) or section 351 of the Public
Health Service Act (42 U.S.C. 262).
(b) GUIDANCE TO INDUSTRY.-Not later than
180 days after the date of enactment of this
Act, the Secretary shall issue final guidances
to clarify the requirements for, and facilitate the submission of data to support, the
approval of supplemental applications for
the approved articles described in subsection
(a). The guidances shall(1) clarify circumstances in which published matter may be the basis for approval
of a supplemental application;
(2) specify data requirements that will
avoid duplication of previously submitted
data by recognizing the availability of data
previously submitted in support of an original application; and
(3) define supplemental applications that
are eligible for priority review.
(c) RESPONSIBILITIES OF CENTERS.-The
Secretary shall designate an individual in
each center within the Food and Drug Administration which is responsible for the review of applications for approval of drugs
for(1) encouraging the prompt review of supplemental applications for approved articles;
and
(2) working with sponsors to facilitate the
development and submission of data to support supplemental applications.
(d) COLLABORATION.-The Secretary shall
implement programs and policies that will
foster collaboration between the Food and
Drug Administration, the National Institutes of Health, professional medical and scientific societies, and other persons, to identify published and unpublished studies that
may support a supplemental application, and
to encourage sponsors to make supplemental
applications or conduct further research in
support of a supplemental application based,
in whole or in part, on such studies.
SEC. 109. HEALTH CARE ECONOMIC INFORMATION.
Section 502(a) (21 U.S.C. 352(a)) is amended
by adding at the end the following: "Health
care economic information provided to a formulary committee, or other similar entity,
in the course of the committee or the entity
carrying out its responsibilities for the selection of drugs for managed care or other
similar organizations, shall not be considered to be false or misleading if the health
care economic information directly relates
to an indication approved under section 505
or 507 or section 351(a) of the Public Health
Service Act (42 U.S.C. 262(a)) for such drug
and is based on competent and reliable scientific evidence. The requirements set forth
in section 505(a), 507, or section 351(a) of the
Public Health Service Act (42 U.S.C. 262(a))
shall not apply to health care economic information provided to such a committee or
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entity in accordance with this paragraph. Information that is relevant to the substantiation of the health care economic information presented pursuant to this paragraph
shall be made available to the Secretary
upon request. In this paragraph, the term
'health care economic information' means
any analysis that identifies, measures, or
compares the economic consequences, including the costs of the represented health
outcomes, of the use of a drug to the use of
ancther drug, to another health care intervention, or to no intervention.".
SEC. 110. CLINICAL INVESTIGATIONS.
(a) CLARIFICATION OF THE NUMBER OF REQUIRED CLINICAL INVESTIGATIONS FOR APPROVAL.-Section 505(d) (21 U.S.C. 355(d)) is
amended by adding at the end the following:
"If the Secretary determines, based on relevant science, that data from one adequate
and well-controlled clinical investigation
and confirmatory evidence (obtained prior to
or after such investigation) are sufficient to
establish effectiveness, the Secretary may
consider such data and evidence to constitute substantial evidence for purposes of
the preceding sentence.".
WOMEN
AND
MINORITIES.-Section
(b)
505(b)(1) (21 U.S.C. 355(b)(1)) is amended by
adding at the end the following: "The Secretary shall, in consultation with the Director of the National Institutes of Health, review and develop guidance, as appropriate,
on the inclusion of women and minorities in
clinical trials required by clause (A).".
CHANGES FOR
SEC. 111. MANUFACTURING
DRUGS.
(a) IN GENERAL.-Chapter VII (21 U.S.C. 371
et seq.), as amended by section 106, is amended by adding at the end the following subchapter:
"SUBCHAPTER F-MANUFACTURING CHANGES
"SEC. 755. MANUFACTURING CHANGES.
"(a) IN GENERAL.-With respect to a drug
for which there is in effect an approved application under section 505 or 512 or a license
under section 351 of the Public Health Service Act, a change from the manufacturing
process approved pursuant to such application or license may be made, and the drug as
made with the change may be distributed,
if"(1) the holder of the approved application
or license (referred to in this section as a
'holder') has validated the effects of the
change in accordance with subsection (b);
and
"(2)(A) in the case of a major manufacturing change, the holder has complied with
the requirements of subsection (c); or
"(B) in the case of a change that is not a
major manufacturing change, the holder
complies with the applicable requirements of
subsection (d).
"(b) VALIDATION OF EFFECTS OF CHANGES.For purposes of subsection (a)(1), a drug
made with a manufacturing change (whether
a major manufacturing change or otherwise)
may be distributed only if, before distribution of the drug as so made, the holder involved validates the effects of the change on
the identity, strength, quality, purity, and
potency of the drug as the identity, strength,
quality, purity, and potency may relate to
the safety, bioequivalence, bioavailability,
or effectiveness of the drug.
"(c) MAJOR MANUFACTURING CHANGES."(1) REQUIREMENT OF SUPPLEMENTAL APPLICATION.-For purposes of subsection (a)(2)(A),
a drug made with a major manufacturing
change may be distributed only if, before the
distribution of the drug as so made, the holder involved submits to the Secretary a sup-

plemental application for such change and
the Secretary approves the application. The
application shall contain such information
as the Secretary determines to be appropriate, and shall include the information developed under subsection (b) by the holder in
validating the effects of the change.
AS
MAJOR
QUALIFYING
CHANGES
"(2)
of
subsection
purposes
CHANGES.-For
(a)(2)(A), a major manufacturing change is a
manufacturing change that"(A) is determined by the Secretary to
have substantial potential to adversely affect the identity, strength, quality, purity,
or potency of the drug as they may relate to
the safety, bioequivalence, bioavailability,
or effectiveness of a drug; and
"(B)(I) is made in the qualitative or quantitative formulation of the drug involved or
in the specifications in the approved application or license referred to in subsection (a)
for the drug (unless exempted by the Secretary from the requirements of this subsection);
"(ii) is determined by the Secretary by regulation or guidance to require completion of
an appropriate clinical study demonstrating
equivalence of the drug to the drug as manufactured without the change; or
"(iii) is determined by the Secretary by
regulation or guidance to have a substantial
potential to adversely affect the safety or effectiveness of the drug.
"(d) OTHER MANUFACTURING CHANGES."(1) IN GENERAL.-FOr purposes of subsection (a)(2)(B), the Secretary may regulate
drugs made with manufacturing changes
that are not major manufacturing changes
as follows:
"(A) The Secretary may authorize holders
to distribute such drugs without prior approval by the Secretary.
"(B) The Secretary may require that, prior
to the distribution of such drugs, holders
submit to the Secretary supplemental applications for Such changes.
"(C) The Secretary may establish categories of such changes and designate categories to which subparagraph (A) applies
and categories to which subparagraph (B) applies.
"(2) CHANGES NOT REQUIRING SUPPLEMENTAL
APPLICA'ION."(A) SUBMISSION OF REPORT.-A holder
making a manufacturing change to which
paragraph (1)(A) applies shall submit to the
Secretary a report on the change, which
shall contain such information as the Secretary determines to be appropriate, and
which shall include the information developed under subsection (b) by the holder in
validating the effects of the change. The report shall be submitted by such date as the
Secretary may specify.
"(B) AUTHORITY REGARDING ANNUAL REPORTS.-In the case of a holder that during a
single year makes more than one manufacturing change to which paragraph (1)(A) applies, the Secretary may in carrying out subparagraph (A) authorize the holder to comply with such subparagraph by submitting a
single report for the year that provides the
information required in such subparagraph
for all the changes made by the holder during the year.
"(3) CHANGES REQUIRING SUPPLEMENTAL APPLICATION."(A) SUBMISSION OF SUIPPLEMENTAL APPLICATION.-The supplemental application required under paragraph (1)(B) for a manufacturing change shall contain such Information as the Secretary determines to be appropriate, which shall include the information developed under subsection (b) by the
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holder in validating the effects of the
change.
"(B) AUTHORITY FOR DISTRIBUTION.-In the
case of a manufacturing change to which
paragraph (1)(B) applies:
"(i) The holder involved may commence
distribution of the drug involved 30 days
after the Secretary receives the supplemental application under such paragraph,
unless the Secretary notifies the holder
within such 30-day period that prior approval
of the application is required before distribution may be commenced.
"(ii) The Secretary may designate a category of such changes for the purpose of providing that, in the case of a change that is in
such category, the holder involved may commence distribution of the drug involved upon
the receipt by the Secretary of a supplemental application for the change.
"(iii) If the Secretary disapproves the supplemental application, the Secretary may
order the manufacturer to cease the distribution of the drugs that have been made with
the manufacturing change.".
(b) TRANSITION RULE.-The amendment
made by subsection (a) takes effect upon the
effective date of regulations promulgated by
the Secretary of Health and Human Services
to implement such amendment, or upon the
expiration of the 24-month period beginning
on the date of the enactment of this Act,
whichever occurs first.
SEC. 112. STREAMLINING CLINICAL RESEARCH
ON DRUGS.
Section 505(1) (21 U.S.C. 355(i)) is amended
by adding "(1)" before "The Secretary", by
redesignating paragraphs (1), (2), and (3) as
subparagraphs (A), (B), and (C), respectively,
by striking the last two sentences, and by
adding the following new paragraphs:
"(2) Subject to paragraph (3), a clinical investigation of a new drug may begin 30 days
after the Secretary has received from the
manufacturer or sponsor of the investigation
a submission containing such information
about the drug and the clinical investigation, including "(A) information on design of the investigation and adequate reports of basic information, certified by the applicant to be accurate reports, necessary to assess the safety
of the drug for use in clinical investigation;
and
"(B) adequate information on the chemistry and manufacturing of the drug, controls available for the drug, and primary
data tabulations from animal or human
studies.
"(3)(A) At any time, the Secretary may
prohibit the sponsor of an investigation from
conducting the investigation (referred to in
this paragraph as a 'clinical hold') if the Secretary makes a determination described in
subparagraph (B). The Secretary shall specify the basis for the clinical hold, including
the specific information available to the Secretary which served as the basis for such
clinical hold, and confirm such determination in writing.
"(B) For purposes of subparagraph (A), a
determination described in this subparagraph with respect to a clinical hold is
that"(i) the drug involved represents an unreasonable risk to the safety of the persons who.
are the subject of the clinical investigation,
taking into account the qualifications of the
clinical investigators, information about the
drug, the design of the clinical investigation,
the condition for which the drug is to be investigated, and the health status of the subjects involved; or
"(ii) the clinical hold should be issued for
such other reasons as the Secretary may by
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regulation establish (including reasons established by regulation before the date of the
enactment of the Food and Drug Administration Regulatory Modernization Act of 1997).
Such regulations shall provide that such exemption shall be conditioned upon the manufacturer, or the sponsor of the investigation,
requiring that experts using such drugs for
investigational purposes certify to such
manufacturer or sponsor that they will inform any human beings to whom such drugs,
or any controls used in connection therewith, are being administered, or their representatives, that such drugs are being used
for investigational purposes and will obtain
the consent of such human beings or their
representatives, except where they deem it
not feasible or, in their professional judgment, contrary to the best interests of such
human beings. Nothing in this subsection
shall be construed to require any clinical investigator to submit directly to the Secretary reports on the investigational use of
drugs.
"(C) Any request to the Secretary from the
sponsor of an investigation that a clinical
hold be removed shall receive a decision, in
writing and specifying the reasons therefor,
within 30 days after receipt of such request.
Any such request shall include sufficient information to support the removal of such
clinical hold.".
SEC. 113. DATA REQUIREMENTS FOR DRUGS.

Within 12 months after the date of enactment of this Act, the Secretary of the Health
and Human Services, acting through the
Commissioner of Food and Drugs, shall issue
guidance that describes, for certain types of
studies, when abbreviated study reports may
be submitted, in lieu of full reports, with a
new drug application under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) and with a biologics license application under section 351 of the Public Health
Service Act (42 U.S.C. 262). Such guidance
shall describe the kinds of studies for which
abbreviated reports are appropriate and the
appropriate abbreviated report formats.
SEC. 114. CONTENT AND REVIEW OF APPLICATIONS.
SECTION 505(b).-Section 505(b) (21
(a)

U.S.C. 355(b)) is amended by adding at the
end the following:
"(4)(A) The Secretary shall issue guidance
for the review of applications submitted
under paragraph (1) relating to promptness,
technical excellence, lack of bias and conflict of interest, and knowledge of regulatory
and scientific standards which shall apply
equally to all individuals who review such
applications.
"(B) The Secretary shall meet with a sponsor of an investigation .or an applicant for
approval under this section or section 351 of
the Public Health Service Act if the sponsor
or applicant makes a reasonable request for
a meeting, for the purpose of reaching agreement on the design and size of clinical trials.
Minutes of any such meeting shall be prepared by the Secretary and made available
to the sponsor or applicant upon request.
"(C) Agreement regarding the parameters
of the design and size of clinical trials of a
new drug that are reached between the Secretary and a sponsor or applicant shall be reduced to writing and made part of the administrative record by the Secretary. Such
agreement shall not be changed after the
testing begins, except"(1) with the written agreement of the
sponsor or applicant; or
"(ii) pursuant to a decision, made in accordance with subparagraph (D) by the director of the division in which the drug is re-
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viewed, that a substantial scientific issue es- poses of this paragraph, the reviewing divisential to determining the safety or effec- sion is the division responsible for the review
tiveness of the drug has been identified after of an application under this subsection (includihg scientific matters, chemistry, manuthe testing has begun.
"(D) A decision under subparagraph (C)(1i) facturing, and controls).
"(F) No action by the reviewing division
by the director shall be in writing and the
Secretary shall provide to the sponsor or ap- may at any time be delayed because of the
plicant an opportunity for a meeting at unavailability of information from or action
which the director and the sponsor or appli- by field personnel unless the reviewing divicant will be present and at which the direc- sion determines that a delay is necessary to
assure the marketing of a safe and effective
tor documents the scientific issue involved.
"(E) The written decisions of the reviewing drug.".
(2)
CONFORMING
AMENDMENTS.-Section
division shall be binding upon, and may not
directly or indirectly be changed by, the 505(j) (21 U.S.C. 355(j)), as amended by parafield or compliance division personnel unless graph (1), is amended(A) in paragraph (2)(A)(i), by striking "(6)"
such field or compliance division personnel
demonstrate to the reviewing division why and inserting "(7)";
(B) in paragraph (4), by striking "(4)" and
such decision should be modified. For purposes of this paragraph, the reviewing divi- inserting "(5)";
(C) in paragraph (4)(I), by striking "(5)"
sion is the division responsible for the review
of an application for approval of a drug (in- and inserting "(6)"; and
(D) in paragraph (7)(C), by striking "(5)"
cluding all scientific and medical matters,
each place it occurs and inserting "(6)".
chemistry, manufacturing, and controls).
SEC.
115. SCIENTIFIC ADVISORY PANELS.
"(F) No action by the reviewing division
Section 505 (21 U.S.C. 355) is amended by
may be delayed because of the unavailability
at the end the following:
of information from or action by field per- adding
"(n)(1) For the purpose of providing expert
sonnel unless the reviewing division deter- scientific
advice and recommendations to
mines that a delay is necessary to assure the the Secretary regarding a clinical investigamarketing of a safe and effective drug.".
of
a
drug
or the approval for marketing
tion
(b) SECTION 505(j).of a drug under section 505 or section 351 of
(1) AMENDMENT.-Section 505(j) (21 U.S.C the Public Health Service Act, the Secretary
355(j)) is amended by redesignating para- shall establish panels of experts or use pangraphs (3) through (8) as paragraphs (4) els of experts established before the date of
through (9), respectively, and by adding after the enactment of this subsection, or both.
paragraph (2) the following:
"(2) The Secretary may delegate the ap"(3)(A) The Secretary shall issue guidance pointment and oversight authority granted
for the review of applications submitted under section 904 to a director of a center or
under paragraph (1) relating to promptness, successor entity within the Food and Drug
technical excellence, lack of bias and con- Administration.
flict of interest, and knowledge of regulatory
"(3) The Secretary shall make appointand scientific standards which shall apply ments to each panel established under paraequally to all individuals who review such graph (1) so that each panel shall consist ofapplications.
'"(A) members who are qualified by train"(B) The Secretary shall meet with an ap- ing and experience to evaluate the safety and
subthis
plicant for approval of a drug under
effectiveness of the drugs to be referred to
section if the applicant makes a reasonable the panel and who, to the extent feasible,
request for a meeting for the purpose of possess skill and experience in the developreaching agreement on the design and size of ment, manufacture, or utilization of such
studies needed for approval of such applica- drugs;
tion. Minutes of any such meeting shall be
"(B) members with diverse expertise in
prepared by the Secretary and made avail- such fields as clinical and administrative
able to the sponsor or applicant.
pharmacology,
pharmacy,
medicine, '
"(C) Agreements regarding the parameters pharmacoeconomics, biological and physical
of design and size of bioavailability and blo- sciences, and other related professions;
equivalence trials of a drug under this sub"(C) a representative of consumer interests
section that are reached between the Sec- and a representative of interests of the drug
retary and a sponsor or applicant shall be re- manufacturing industry not directly affected
duced to writing and made part of the ad- by the matter to be brought before the panel;
ministrative record by the Secretary. Such and
agreement shall not be changed after the
"(D) 2 or more members who are specialists
testing begins, exceptor have other expertise in the particular dis"(1) with the written agreement of the ease or condition for which the drug under
sponsor or applicant; or
review is proposed to be indicated.
"(ii) pursuant to a decision, made in ac- Scientific, trade, and consumer organizacordance with subparagraph (D) by the direc- tions shall be afforded an opportunity to
tor of the division in which the drug is re- nominate individuals for appointment to the
viewed, that a substantial scientific issue es- panels. No individual who is in the regular
sential to determining the safety or effec- full-time employ of the United States and
tiveness of the drug has been identified after engaged in the administration of this Act
the testing has begun.
may be a voting member of any panel. The
"(D) A decision under subparagraph (C)(ii)Secretary shall designate one of the memby the director shall be in writing and the bers of each panel to serve as chairman
Secretary shall provide to the sponsor or ap- thereof.
"(4) Each member of a panel shall publicly
plicant an opportunity for a meeting at
which the director and the sponsor or appli- disclqse all conflicts of interest that member
cant will be present and at which the direc- may have with the work to be undertaken by
the panel. No member of a panel may vote on
tor documents the scientific issue involved.
"(E) The written decisions of the reviewing any matter where the member or the immenot
may
and
upon,
diate family of such member could gain fibinding
be
division shall
directly or indirectly be changed by, the nancially from the advice given to the Secfield or compliance office personnel unless retary. The Secretary may grant a waiver of
such field or compliance office personnel any conflict of interest upon public disclodemonstrate to the reviewing division why sure of such conflict of interest if such waivsuch decision should be modified. For pur- er is necessary to afford the panel essential
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expertise, except that the Secretary may not
grant a waiver for a member of a panel when
the member's own scientific work is involved.
"(5) The Secretary shall provide education
and training to each new panel member before such member participates in a panel's
activities, including education regarding requirements under this Act and related regulations of the Secretary, and the administrative processes and procedures related to
panel meetings.
"(6) Panel members (other than officers or
employees of the United States), while attending meetings or conferences of a panel or
otherwise engaged in its business, shall be
entitled to receive compensation for each
day so engaged, including traveltime, at
rates to be fixed by the Secretary, but not to
exceed the daily equivalent of the rate in effect for positions classified above grade GS15 of the General Schedule. While serving
away from their homes or regular places of
business, panel members may be allowed
travel expenses (including per diem in lieu of
subsistence) as authorized by section 5703 of
title 5, United States Code, for persons in the
intermitGovernment service employed
tently.
"(7) The Secretary shall ensure that scientific advisory panels meet regularly and at
appropriate intervals so that any matter to
be reviewed by such panel can be presented
to the panel not more than 60 days after the
matter is ready for such review. Meetings of
the panel may be held using electronic communication to convene the meeting.
"(8) Within 60 days after a scientific advisory panel makes recommendations on any
matter under its review, the Food and Drug
Administration official responsible for the
matter shall review the conclusions and recommendations of the panel, and notify the
affected persons of the final decision on the
matter, or of the reasons that no such decision has been reached. Each such final decision shall be documented including the rationale for the decision.
"(9) A scientific advisory panel under this
subsection shall not be subject to the annual
chartering and annual report requirements
of the Federal Advisory Committee Act.".
SEC. 116. DISPUTE RESOLUTION.
Chapter V (21 U.S.C. 351 et seq.), as amended by section 102, is amended by inserting
after section 505A the following:
"DISPUTE RESOLUTION
"SEC. 506. If, regarding an obligation under
this Act, there is a scientific controversy between the Secretary and a person who is a
sponsor, applicant, or manufacturer and no
specific provision of this Act or regulation
promulgated under this Act provides a right
of review of the matter in controversy, the
Secretary shall, by regulation, establish a
procedure under which such sponsor, applicant, or manufacturer may request a review
of such controversy by an appropriate scientific advisory panel under section 505(n).
Such review shall take place in a timely
manner. The Secretary shall promulgate
such regulations within 180 days of the date
of the enactment of the Food and Drug Administration Regulatory Modernization Act
of 1997.".
SEC. 117. INFORMAL AGENCY STATEMENTS.
Section 701 (21 U.S.C. 371) is amended by
adding at the end the following:
"(h)(1)(A) The Secretary shall develop
guidance documen:;s with public participation and ensure that the existence of such
documents and the documents themselves
are made available to the public both in

written form and through electronic means.
Such documents shall not create or confer
any rights for or on any person, although
they present the views of the Secretary on
matters under the jurisdiction of the Food
and Drug Administration.
"(B) Although guidance documents shall
not be binding on the Secretary, the Secretary shall ensure that employees of the
Food and Drug Administration do not deviate from such guidances without appropriate
justification and supervisory concurrence.
"(C) For guidance documents that set forth
initial interpretations of statute or regulation, changes in interpretation or policy that
are of more than a minor nature, complex
scientific issues, or highly controversial
issues, the Secretary shall ensure public participation prior to implementation of any
guidance documents, unless the Secretary
determines that for reasons of the public
health need, such prior public participation
is not feasible. In such cases, the Secretary
shall provide for public comment upon implementation, and take such comment into
account.
"(D) For guidance documents that set
forth existing practices or minor changes in
policy, the Secretary shall provide for public
comment upon implementation.
"(2) In developing guidance documents, the
Secretary shall ensure uniform nomenclature and uniform internal procedures for
approval of such documents. The Secretary
shall ensure that guidance documents and
revisions of such documents are properly
dated and indicate the nonbinding nature of
the documents.
"(3) The Secretary, through the Food and
Drug Administration, shall maintain electronically and publish periodically in the
Federal Register a list of guidance documents. Such list shall be updated quarterly.
All such documents shall be made available
to the public.
"(4) The Secretary shall report to the Committee on Commerce of the House of Representatives and the Committee on Labor
and Human Resources of the Senate no later
than July 1, 2000, on the implementation of
these practices.".
SEC. 118. POSITRON EMISSION TOMOGRAPHY.
(a) REGULATION OF COMPOUNDED POSITRON
EMISSION TOMOGRAPHY DRUGS.(1) DEFINITION.-Section 201 (21 U.S.C. 321)
is amended by adding at the end the following:
"(ii) The term 'compounded positron emission tomography drug'"(1) means a drug that"(A) exhibits spontaneous disintegration of
unstable nuclei by the emission of positrons
and is used for the purpose of providing dual
photon positron emission tomographic diagnostic images; and
"(B) has been compounded by or on the
order of a practitioner who is licensed by a
State to compound or order compounding for
a drug described in subparagraph (A), and is
compounded in accordance with that State's
law, for a patient or for research, teaching,
or quality control; and
"(2) includes any nonradioactive reagent,
reagent kit, ingredient, nuclide generator,
accelerator, target material, electronic synthesizer, or other apparatus or computer program to be used in the preparation of such a
drug.".
(b) ADULTERATION.(1) IN GENERAL.-Section 501(a)(2) (21 U.S.C.
351(a)(2)) is amended by striking "; or (3)"
and inserting the following: "; or (C) if it is
a compounded positron emission tomography
drug and the methods used in, or the facili-

ties and controls used for, its compounding,
processing, packing, or holding do not conform to or are not operated or administered
in conformity with the positron emission tomography compounding standards and the
official monographs of the United States
Pharmacopeia to assure that such drug
meets the requirements of this Act as to

safety and has the identity and strength, and
meets the quality and purity characteristics,
that it purports or is represented to possess;
or (3)".

(2)

SUNSET.-Section

501(a)(2)(C)

of the

Federal Food, Drug, and Cosmetic Act (21
U.S.C. 351(a)(2)(C)) shall not apply 4 years
after the (late of enactment of this Act or 2
years after the date on which the Secretary
of Health and Human Services establishes
the requirements described in subsection
(c)(1)(B), whichever is later.
(c) REQUIREMENTS FOR REVIEW OF APPROVAI. PROCEDURES AND CURRENT GOOD
MANUFACTURING PRACTICES FOR POSIT'RON
EMISSION TOMOGRAPHY.(1) PROCEDURES AND REQUIREMEN'IS.(A) IN GENERAL.-In order to take account

of the special characteristics of compounded
positron emission tomography drugs and the
special techniques and processes required to
produce these drugs, not later than 2 years
after the date of enactment of this Act, the
Secretary of Health and Human Services

shall establish(i) appropriate procedures for the approval
of compounded positron emission tomography drugs pursuant to section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355); and
(ii) appropriate current good manufacturing practice requirements for such drugs.
(B) CONSIDERATIONS AND CONSULTATION.-III
establishing the procedures and requirements required by subparagraph (A), the Secretary of Health and Human Services shall
take due account of any relevant differences
between not-for-profit institutions that compound the drugs for their patients and commercial manufacturers of the drugs. Prior to
establishing the procedures and requirements, the Secretary of Health and Human
Services shall consult with patient advocacy
groups, professional associations, manufacturers, and physicians and scientists licensed
to make or use compounded positron emission tomography drugs.
(2) SUBMISSION OF NEW DRUG APPLICATIONS
AND ABBREVIATrED NEW DRUG APPLICATIONS.(A) IN GENERAI.-Except as provided in
subparagraph (B), the Secretary of Health
and Human Services shall not require the
submission of new drug applications or abbreviated new drug applications under subsection (b) or (j) of section 505 (21 U.S.C. 355),
for compounded positron emission tomography drugs that are not adulterated drugs
described in section 501(a)(2)(C) of the Federal Food. Drug, and Cosmetic Act (21 U.S.C.
351(a)(2)(C)) (as amended by subsection (b)),
for a period of 4 years after the date of enactment of this Act, or for 2 years after the date
on which the Secretary establishes procedures and requirements under paragraph (1),
whichever is later.
(B) EXCEPTION.--Nothing in this Act shall
prohibit the voluntary submission of such
applications or the review of such applications by the Secretary of Health and Human
Services. Nothing in this Act shall constitute an exemption for a compounded
positron emission tomography drug from the
requirements of regulations issued under section 505(1) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(1)) for such drugs.
(d) REVOCATION OF CERTAIN INCONSISTENT
DOCUMENTS.-Within 30 days after the date of
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enactment of this Act, the Secretary of
"(a)(1) No person shall introduce or deliver
Health and Human Services shall publish in for introduction into interstate commerce
the Federal' Register a notice terminating any biological product unlessthe application of the following notices and
"(A) a biologics license is in effect for the
rule, to the extent the notices and rule re- biological product; and
late to compounded positron emission to"(B) each package of the biological product
mography drugs:
Is plainly marked with(1) A notice entitled "Regulation of
"(i) the proper name of the biological prodPositron Emission Tomographic Drug Prod- uct contained in the package;
ucts: Guidance; Public Workshop", published
"(ii) the name, address, and applicable liin the Federal Register on February 27, 1995. cense number of the manufacturer of the bio(2) A notice entitled "Guidance for Indus- logical product; and
try: Current Good Manufacturing Practices
"(111) the expiration date of the biological
for Positron Emission Tomographic (PET) product.
Drug Products; Availability", published in
"(2)(A) The Secretary shall establish, by
the Federal Register on April 22, 1997.
regulation, requirements for the approval,
(3) A final rule entitled "Current Good suspension, and revocation of biologics liManufacturing Practice for Finished Phar- censes.
maceuticals; Positron Emission Tomog"(B) The Secretary shall approve a bioraphy", published in the Federal Register on logics license applicationApril 22, 1997.
"(I) on the basis of a demonstration that(e) DEFINITION.-As used in this section,
"(I) the biological product that is the subthe term "compounded positron emission to- ject of the application is safe, pure, and pomography drug" has the meaning given the tent; and
term in section 201 of the Federal Food, Drug
"(II) the facility in which the biological
and Cosmetic Act (21 U.S.C. 321).
product is manufactured, processed, packed,
SEC.
119.
REQUIREMENTS
FOR
RADIO.
or held meets standards designed to assure
PHARMACEUTICALS.
that the biological product continues to be
(a) REQUIREMENTS.safe, pure, and potent; and
(1) REGULATIONS."(ii) if the applicant (or other appropriate
(A)
PROPOSED
REGULATIONS.-Not
later
person) consents to the inspection of the fathan 180 days after the date of enactment of cility that is the subject of the application,
this Act, the Secretary of Health and Human In accordance with subsection (c).
Services, after consultation with patient ad"(3) The Secretary shall prescribe requirevocacy groups, associations, physicians li- ments under which a biological product uncensed to use radiopharmaceuticals, and the dergoing investigation shall be exempt from
regulated industry, shall issue proposed reg- the requirements of paragraph (1).".
ulations governing the approval of radio(2) ELIMINATION OF EXISTING LICENSE REpharmaceuticals designed for diagnosis and QUIREMENT.-Section 351(d) of the Public
monitoring of diseases and conditions. The Health Service Act (42 U.S.C. 262(d)) is
regulations shall provide that the determina- amendedtion of the safety and effectiveness of such a
(A) by striking "(d)(1)" and all that follows
radiopharmaceutical under section 505 of the through "of this section.";
Federal Food, Drug, and Cosmetic Act (21
(B) in paragraph (2)U.S.C. 355) or section 351 of the Public Health
(i) by striking "(2)(A) Upon" and inserting
Service Act (42 U.S.C. 262) shall include con- "(d)(1) Upon" and
sideration of the proposed use of the radio(ii) by redesignating subparagraph (B) as
pharmaceutical in the practice of medicine, paragraph (2); and
the pharmacological and toxicological activ(C) in paragraph (2) (as so redesignated by
ity of the radiopharmaceutical (including subparagraph (B)(ii))any carrier or ligand component of the radio(i) by striking "subparagraph (A)" and inpharmaceutical), and the estimated absorbed serting "paragraph (1)"; and
radiation dose of the radiopharmaceutical.
(ii) by striking "this subparagraph" each
(B) FINAL REGULATIONS.-Not later than 18 place it appears and inserting "this paramonths after the date of enactment of this graph".
Act, the Secretary shall promulgate final
(b) LABELING.-Section 351(b) of the Public
regulations governing the approval of the Health Service Act (42 U.S.C. 262(b)) is
radiopharmaceuticals.
amended to read as follows:
(2) SPECIAL RULE.-In the case of a radio"(b) No person shall falsely label or mark
pharmaceutical intended to be used for diag- any package or container of any biological
nostic or monitoring purposes, the indica- product or alter any label or mark on the
tions for which such radiopharmaceutical is package or container of the biological prodapproved for marketing may, in appropriate uct so as to falsify the label or mark.".
cases, refer to manifestations of disease
(c) INSPECTION.-Section 351(c) of the Pub(such as biochemical, physiological, ana- lic Health Service Act (42 U.S.C. 262(c)) is
tomic, or pathological processes) common amended by striking "virus, serum," and all
to, or present in, one or more disease states. that follows and inserting "biological prod(b) DEFINITION.-In this section, the term uct.".
"radiopharmaceutical" means(d) DEFINITION; APPLICATION.-Section 351
(1) an articleof the Public Health Service Act (42 U.S.C.
(A) that is intended for use in the diagnosis 262) is amended by adding at the end the folor monitoring of a disease or a manifestation lowing:
of a disease in humans; and
"(i) In this section, the term 'biological
(B) that exhibits spontaneous disintegra- product' means a virus, therapeutic serum,
tion of unstable nuclei with the emission of toxin, antitoxin, vaccine, blood, blood comnuclear particles or photons; or
ponent or derivative, allergenic product, or
(2) any nonradioactive reagent kit or nu- analogous product, or arsphenamine or declide generator that is intended to be used in rivative of arsphenamine (or any other trithe preparation of any such article.
valent organic arsenic compound), applicable
SEC. 120. MODERNIZATION OF REGULATION.
to the prevention, treatment, or cure of a
(a) LICENSES.disease or condition of human beings.".
AMENDMENT.-Section
(1) IN GENERAL.-Section 351(a) of the PubCONFORMING
(e)
lic Health Service (42 U.S.C. 262(a)) is amend- 503(g)(4) (21 U.S.C. 353(g)(4)) is amendeded to read as follows:
(1) in subparagraph (A)-

(A) by striking "section 351(a)" and inserting "section 351(1)"; and
(B) by striking "262(a)"
and inserting
"262(1)"; and
(2) in subparagraph (B)(iii), by striking
"product or establishment license under subsection (a) or (d)" and inserting "biologics license application under subsection (a)".
(f) SPECIAL RULE.-The Secretary of Health
and Human Services shall take measures to
minimize differences in the review and approval of products required to have approved
biologics license applications under section
351 of the Public Health Service Act (42
U.S.C. 262) and products required to have approved new drug applications under section
505(b)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(b)(1)).
(g) EXAMINATIONS AND PROCEDURES.-Paragraph (3) of section 353(d) of the. Public
Health Service Act (42 U.S.C. 263a(d)) is
amended to read as follows:
"(3) EXAMINATIONS AND PROCEDURES.-The
examinations and procedures identified in
paragraph (2) are laboratory examinations
and procedures which have been approved by
the Food and Drug Administration for home
use or which, as determined by the Secretary, are simple laboratory examinations
and procedures which have an insignificant
risk of an erroneous result, including those
which"(A) employ methodologies that are so
simple and accurate as to render the likelihood of erroneous results by the user negligible, or
"(B) the Secretary has determined pose no
unreasonable risk of harm to the patient if
performed incorrectly.".
SEC. 121. PILOT AND SMALL SCALE MANUFACTURE.
(a) HUMAN DRUGS.-Section 505(c) (21 U.S.C.
355(c)) is amended by adding at the end
thereof the following:
"(4) A drug manufactured in a pilot or
other small facility may be used to demonstrate the safety and effectiveness of the
drug and to obtain approval prior to scaling
up to a larger facility, unless the Secretary
makes a determination that a full scale production facility is necessary to ensure the
safety or effectiveness of the drug.".
(b) ANIMAL DRUGS.-Section
512(c) (21
U.S.C. 360b(c)) is amended by adding at the
end the following:
"(4) A drug manufactured in a pilot or
other small facility may be used to demonstrate the safety and effectiveness of the
drug and to obtain approval prior to scaling
up to a larger facility, unless the Secretary
makes a determination that a full scale production facility is necessary to ensure the
safety or effectiveness of the drug.".
SEC. 122. INSULIN AND ANTIBIOTICS.
(a) CERTIFICATION OF DRUGS CONTAINING INSULIN.-

(1) AMENDMENT.-Section

506 (21 U.S.C.

356), as in effect before the date of the enactment of this Act, is repealed.
(2) CONFORMING AMENDMENTS.(A) Section 301(j) (21 U.S.C. 331(j)) is
amended by striking "506, 507,".
(B) Subsection (k) of section 502 (21 U.S.C.
352) is repealed.
(C)
Sections 301(i)(1), 510(j)(1)(A), and
510(j)(1)(D) (21 U.S.C. 331(1)(1), 360(j)(1)(A),
360(j)(1)(D)) are each amended by striking ",
506, 507,".
(D) Section 801(d)(1) (21 U.S.C. 381(d)(1)) is
amended by inserting after "503(b)" the following: "or composed wholly or partly of insulin".
(E) Section 8126(h)(2) of title 38, United
States Code, is amended by inserting "or" at
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the end of subparagraph (B), by striking ";
or" at the end of subparagraph (C) and inserting a period, and by striking subparagraph (D).
(b) CERTIFICATION OF ANTIBIOTICS.(1) AMENDMENT.-Section 507 (21 U.S.C. 357)
is repealed.
(2) CONFORMING AMENDMENTS.-(A) Section 201(aa) (21 U.S.C. 321(aa)) is
amended by striking out "or 507", section
201(dd) (21 U.S.C. 321(dd)) is amended by
striking "507,", and section 201(ff)(3)(A) (21
U.S.C. 321(ff)(3)(A)) is amended by striking ",
certified as an antibiotic under section 507,".
(B) Section 301(e) (21 U.S.C. 331(e)) is
amended by striking "507(d) or (g),".
(21 U.S.C.
(C)
Section 306(d)(4)(B)(ii)
335a(d)(4)(B)(ii)) is amended by striking "or
507".
(D) Section 502 (21 U.S.C. 352) is amended
by striking subsection (1).
(E) Section 520(1) (21 U.S.C. 360j(1)) is
amended by striking paragraph (4) and by
striking "or Antibiotic Drugs" in the subsection heading.
(F) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by inserting "or" at the end of
paragraph (1), by striking paragraph (2), and
by redesignating paragraph (3) as paragraph
(2).
(G) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by striking ", certification of such
drug for such disease or condition under section 507,".
(H) Section 526(a)(1) (21 U.S.C. 360bb) is
amended by striking "the submission of an
application for certification of the drug
under section 507,", by inserting "or" at the
end of subparagraph (A), by striking subparagraph (B), and by redesignating subparagraph (C) as subparagraph (B).
(I) Section 526(b) (21 U.S.C. 360bb(b)) is
amended(i) in paragraph (1), by striking ", a certificate was issued for the drug under section
507,"; and
(ii) in paragraph (2) by striking ", a certificate has not been issued for the drug under
section 507," and by striking ", approval of
an application for certification under section
507,".
(J) Section 527(a) (21 U.S.C. 360cc(a)) is
amended by inserting "or" at the end of
paragraph (1), by striking paragraph (2), by
redesignating paragraph (3) as paragraph (2),
and by striking ", issue another certificate
under section 507,".
(K) Section 527(b) (21 U.S.C. 360cc(b)) is
amended by striking ", if a certification is
issued under section 507 for such a drug, or",
"of the issuance of the certification under
section 507,", and "issue another certification under section 507, or".
(L) Section 704(a)(1) (21 U.S.C. 374(a)(1)) is
amended by striking ", section 507 (d) or
(g)".
(M) Section 735(1) (21 U.S.C. 379g(l)(C)) is
amended by inserting "or" at the end of subparagraph (B), by striking subparagraph (C),
and by redesignating subparagraph (D) as
subparagraph (C).
(N) Subparagraphs (A)(ii) and (B) of sections 5(b)(1) of the Orphan Drug Act (21
U.S.C. 360ee(b)(1)(A), 360ee(b)(1)(B)) are each
amended by striking "or 507".
(0) Section 45C(b)(2)(A)(ii)(II) of the Internal Revenue Code of 1986 is amended by
striking "or 507".
(P) Section 156(f)(4)(B) of title 35, United
States Code, is amended by striking "507,"
each place it occurs.
(c) EXPORTATION.-Section 802 (21 U.S.C.
382) is amended by adding at the end thereof
the following:

"(i) Insulin and antibiotic drugs may be exported without regard to the requirements in
this section if the insulin and antibiotic
drugs meet the requirements of section
801(e)(1).".
(d) EFFECT.-The amendments made by
subsection (b) shall not apply with respect to
any application for a drug that contains an
active ingredient (including any ester or salt
of the active ingredient) that was an antibiotic drug within the meaning of section 507
of such Act and was the subject of an approved or pending application under such
section 507 for certification or exemption
from certification before the date of the enactment of this Act.
SEC. 123. FDA MISSION AND ANNUAL REPORT.
(a) MIssION.-Section 903 (21 U.S.C. 393) is
amended by redesignating subsections (b)
and (c) as subsections (c) and (d), respectively, and by adding after subsection (a) the
following:
"(b) MISSION.-The Food and Drug Administration shall promote the public health by
promptly and efficiently reviewing clinical
research and taking appropriate action on
the marketing of regulated products in a
timely manner, and with respect to such
products shall protect the public health by
ensuring that"(1) foods are safe, wholesome, sanitary,
and properly labeled;
"(2) human and veterinary drugs are safe
and effective;
"(3) there is reasonable assurance of safety
and effectiveness of devices intended for
human use;
"(4) cosmetics are safe and properly labeled; and
"(5) public health and safety are protected
from electronic product radiation.
The Food and Drug Administration shall
participate with other countries to reduce
the burden of regulation, harmonize regulatory requirements, and achieve appropriate reciprocal arrangements.".
(b) ANNUAL REPORT.-Section 903 (21 U.S.C.
393), as amended by subsection (a), is amended by adding at the end the following:
"(e) ANNUAL REPORT.-The Secretary shall,
simultaneously with the submission each
year of the budget for the Food and Drug Administration, submit to the Committee on
Commerce of the House of Representatives
and the Committee on Labor and Human Resources of the Senate an annual report which
shall"(1) review the performance of the Food
and Drug Administration in meeting its mission and the development of Food and Drug
Administration policies to implement such
mission;
"(2) review the performance of the Food
and Drug Administration in meeting its own
performance standards, including its own
outcome measurements, and statutory deadlines for the approval of products or for
other purposes contained in this Act;
"(3) describe the staffing and resources of
the Food and Drug Administration;
"(4)(A) list each bilateral and multinational meeting held by the Food and Drug
Administration to address methods and approaches to reduce the burden of regulation,
to harmonize regulation, and to seek appropriate reciprocal arrangements, (B) describe
the goals, activities, and accomplishments of
the Food and Drug Administration in such
meetings, and (C) list issues that the Food
and Drug Administration is considering or
has presented for each such meeting.".
SEC. 124. INFORMATION SYSTEM.
Chapter IX is amended by adding at the
end the following section:
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"SEC. 906. INFORMATION SYSTEM.
"The Secretary shall establish and maintain an information system to track the status and progress of each application or submission (including a petition, notification,
or other similar form of request) submitted
to the Food and Drug Administration requesting agency action.".
SEC. 125. EDUCATION AND TRAINING.
Chapter IX, as amended by section 124, is
amended by adding at the end the following
sections:
"SEC. 907. EDUCATION.
"The Secretary shall conduct training and
education programs for the employees of the
Food and Drug Administration relating to
the regulatory responsibilities and policies
established by this Act, including programs
for scientific training and training in administrative process and procedure and integrity
issues.".
SEC. 126. CENTERS FOR EDUCATION AND RESEARCH ON DRUGS.
Chapter IX, as amended by section 125, is
amended by adding at the end the following
section:
"SEC. 908. DEMONSTRATION PROGRAM REGARDING CENTERS FOR EDUCATION AND
RESEARCH ON DRUGS.
"(a) IN GENERAL.-The Secretary, acting
through the Commissioner of Food and
Drugs, shall establish a demonstration program for the purpose of making one or more
grants for the establishment and operation
of one or more centers to carry out the activities specified in subsection (b).
"(b) REQUIRED ACTIVITIES.-The activities
referred to in subsection (a) are the following:
"(1) The conduct of state-of-the-art clinical and laboratory research for the following purposes:
"(A) To increase awareness of new uses of
drugs and the unforeseen risks of new uses of
drugs.
"(B) To provide objective clinical information to the following entities:
"(i) Health care practitioners or other providers of health care goods or services.
'(ii) Pharmacy benefit managers.
"(iii) Health maintenance organizations or
other managed health care organizations.
"(iv) Health care insurers or governmental
agencies.
"(C) To improve the quality of health care
while reducing the cost of health care
through the prevention of adverse effects of
drugs and the consequences of such effects,
such as unnecessary hospitalizations.
"(2) The conduct of research on the comparative effectiveness and safety of drugs.
"(3) Such other activities as the Secretary
determines to be appropriate, except that
the grant may not be expended to assist the
Secretary in the review of new drugs.
"(c) APPLICATION FOR GRANT.-A grant
under subsection (a) may be made only if an
application for the grant is submitted to the
Secretary and the application is in such
form, is made in such manner, and contains
such agreements, assurances, and Information as the Secretary determines to be necessary to carry out this section.
"(d) PEER REVIEw.-A grant under subsection (a) may be made only if the application for the grant has undergone appropriate
technical and scientific peer review.
"(e) AUTHORIZATION OF APPROPRIATIONS.For the purpose of carrying out this section,
there are authorized to be appropriated
$2,000,000 for fiscal year 1998, and $3,000,000
for fiscal year 1999.".
SEC. 127. HARMONIZATION.
Section 803 (21 U.S.C. 383) is amended by
adding at the end the following:
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"(c) The Secretary shall participate in
meetings with representatives of c,:her countries to discuss methods and appf )aches to
reduce the burden of regulation and harmonize regulatory requirements if the Secretary determines that such harmionization
continues consumer protections consistent
with the purposes of this Act. The Secretary
shall report to the Committee on Commerce
of the House of Representatives and the
Committee on Labor and Human Resources
of the Senate at least 60 days before executing any bilateral or multilateral agreement under subsection (b).".
SEC. 128. ENVIRONMENTAL IMPACT REVIEW.
Chapter VII, as amended by section 111, is
amended by adding at the end the following:
"SUBCHAPTER G-ENVIRONMENTAL IMPACT
REVIEW
"SEC. 761. ENVIRONMENTAL IMPACT REVIEW.
"Notwithstanding any other provision of
law, an environmental impact statement
prepared in accordance with the regulations
published at part 25 of 21 C.F.R. (as in effect
on August 31, 1997) in connection with an action carried out under (or a recommendation
or report relating to) this Act, shall be considered to meet the requirements for a detailed statement under section 102(2)(C) of
the National Environmental Policy Act.".
SEC. 129. NATIONAL UNIFORMITY.
(a) NONPRESCRIPTION DRUGS.-Chapter VII
(21 U.S.C. 371 et seq.), as amended by section
128, is amended by adding at the end the following:
"SUBCHAPTER H-NATIONAL UNIFORMITY FOR
NONPRESCRIPTION DRUGS FOR HUMAN USE
AND PREEMPTION FOR LABELING OR PACKAGING OF COSMETICS
"SEC. 771. NATIONAL UNIFORMITY FOR NONPRESCRIPTION DRUGS FOR HUMAN
USE.
"(a) IN GENERAL.-Except as provided in
subsection (b), (c)(l), (d), (e), or (f), no State
or political subdivision of a State may establish or continue in effect any requirement"(1) that relates to the regulation of a drug
intended for human use that is not subject to
the requirements of section 503(b)(1); and
"(2) that is different from or in addition to,
or that is otherwise not identical with, a requirement under this Act, the Poison Prevention Packaging Act of 1970 (15 U.S.C. 1471
et seq.), or the Fair Packaging and Labeling
Act (15 U.S.C. 1451 et seq.).
"(b) EXEMPTION.-Upon application of a
State or political subdivision thereof, the
Secretary may by regulation, after notice
and opportunity for written and oral presentation of views, exempt from subsection (a),
under such conditions as may be prescribed
in such regulation, a State or political subdivision requirement that"(1) protects an important public interest
that would otherwise be unprotected;
"(2) would not cause any drug to be in violation of any applicable requirement or prohibition under Federal laiv; and
"(3) would not unduly burden interstate
commerce.
"(c) SCOPE."(1) IN GENERAL.-This section shall not
apply to"(A) any State or political subdivision requirement that relates to the practice of
pharmacy; or
"(B) any State or political subdivision requirement that a drug be dispensed only
upon the prescription of a practitioner licensed by law to administer such drug.
"(2) SAFETY OR EFFECTIVENESS.-For purposes of subsection (a), a requirement that
relates to the regulation of a drug shall be

deemed to include any requirement relating
to public information or any other form of
public communication relating to a warning
of any kind for a drug.
"(d) EXCEPTIONS."(1) IN GENERAL.-In the case of a drug described in subsection (a)(l) that is not the
subject of an application approved under section 505 or 507 or a final regulation promulgated by the Secretary establishing conditions under which the drug is generally recognized as safe and effective and not misbranded, subsection (a) shall apply only with
respect to a requirement of a State or political subdivision of a State that relates to the
same subject as, but is different from or in
addition to, or that is otherwise not identical with"(A) a regulation in effect with respect to
the drug pursuant to a statute described in
subsection (a)(2); or
"(B) any other requirement in effect with
respect to the drug pursuant to an amendment to such a statute made on or after the
date of enactment of this section.
"(2) STATE INITIATIVES.-This section shall
not apply to a State public initiative enacted
prior to the date of enactment of this section.
"(e) No EFFECT ON PRODUCT LIABILITY
LAw.-Nothing in this section shall be construed to modify or otherwise affect any action or the liability of any person under the
product liability law of any State.
"(f) STATE ENFORCEMENT AUTHORITY.Nothing in this section shall prevent a State
or political subdivision thereof from enforcing, under any relevant civil or other enforcement authority, a requirement that is
identical to a requirement of this Act.".
(b) INSPECTIONS.-Section
704(a)(1)
(21
U.S.C. 374(a)(1)) is amended by striking "preand
scription drugs" each place it appears
inserting "prescription drugs, nonprescription drugs intended for human use,".
(c) MISBRANDING.-Paragraph (1) of section
502(e) (21 U.S.C. 352(e)(1)) is amended to read
as follows:
"(1)(A) If it is a drug, unless its label bears,
to the exclusion of any other nonproprietary
name (except the applicable systematic

chemical name or the chemical formula)"(i) the established name (as defined in
subparagraph (3)) of the drug, if there is such

a name;
"(ii) the established name and quantity or,
if deemed appropriate by the Secretary, the
proportion of each active ingredient, including the quantity, kind, and proportion of any
alcohol, and also including whether active or
not the established name and quantity or if
deemed appropriate by the Secretary, the
proportion of any bromides, ether, chloroacetophenetidin,
acetanilide,
form,
amidopyrine, antipyrine, atropine, hyoscine,
digitalis
digitalis,
hyoscyamine, arsenic,
glucosides. mercury, ouabain, strophanthin,
strychnine, thyroid, or any derivative or
preparation of any such substances, contained therein, except that the requirement
for stating the quantity of the active ingredients, other than the quantity of those specifically named in this subclause, shall not
apply to nonprescription drugs not intended
for human use; and
"(1ii) the established name of each inactive
ingredient listed in alphabetical order on the
outside container of the retail package and,
if deemed appropriate by the Secretary, on
the immediate container, as prescribed in
regulation promulgated by the Secretary,
but nothing in this clause shall be deemed to
require that any trade secret be divulged, except that the requirements of this subclause

with respect to alphabetical order shall
apply only to nonprescription drugs that are
not also cosmetics and this subclause shall
not'apply to nonprescription drugs not intended for human use.
"(B) For any prescription drug the established name of such drug or ingredient, as

the case may be, on such label (and on any
labeling on which a name for such drug or ingredient is used) shall be printed prominently and in type at least half as large as
that used thereon for any proprietary name
or designation for such drug or ingredient,
except that to the extent that compliance
with the requirements of clause (A)(ii) or
(iii) or this subparagraph is impracticable,
exemptions shall be established by regulations promulgated by the Secretary.".
(d) COSMETICS.-Subchapter H of chapter
VII, as amended by subsection (a), is further
amended by adding at the end the following:
"SEC. 772. PREEMPTION FOR LABELING OR PACKAGING OF COSMETICS.
"(a) IN GENERAL.-Except as provided in
subsection (b), (d), or (e), a State or political
subdivision of-a State shall not impose or
continue in effect any requirement for labeling or packaging of a cosmetic that is different from or in addition to, or that is otherwise not identical with a requirement that
is specifically applicable to a particular cosmetic or class of cosmetics under this Act,
the Poison Prevention Packaging Act of 1970
(15 U.S.C. 1471 et seq.), or the Fair Packaging
and Labeling Act (15 U.S.C. 1451 et seq.).
"(b) EXEMPTION.-Upon application of a
State or political subdivision thereof, the
Secretary may by regulation after notice
and opportunity for written and oral presentation of views, exempt from subsection (a),
under such conditions as may be prescribed
in such regulation, a State or political subdivision requirement for labeling and packaging that"(1) protects an important public interest
that would otherwise be unprotected;
"(2) would not cause a cosmetic to be in
violation of any applicable requirements or
prohibition under Federal law; and
"(3) would not unduly burden interstate
commerce.
"(c) SCOPE.-For purposes of subsection (a),
a reference to a State requirement that relates to the packaging or labeling of a cosmetic means any specific requirement relating to the same aspect of such cosmetic as a
requirement specifically applicable to that
particular cosmetic or class of cosmetics
under this Act for packaging or labeling, including any State requirement relating to
public information or any other form of public communication.
"(d) No EFFECT ON PRODUCT LIABILITY
LAW.-Nothing in this section shall be construed to modify or otherwise affect any action or the liability of any person under the
product liability law of any State.
"(e) STATE INITIATIVE.-This section shall
not apply to a State requirement adopted by
a State public initiative or referendum enacted prior to September 1, 1997.".
SEC. 130. FDA STUDY OF MERCURY COMPOUNDS
IN DRUGS AND FOOD.
(a) LIST AND ANALYSIS.-The Secretary of
Health and Human Services shall, through

the' Food and Drug Administration(1) compile a list of drugs and foods that
contain intentionally introduced mercury
compounds, and
(2) provide a quantitative and qualitative
analysis of the mercury compounds in the
list under paragraph (1).
The Secretary shall compile the list required
by paragraph (1) within 2 years after the date
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of the enactment of this section and shall
provide the analysis required by paragraph
(2) within 2 years of such date of enactment.
(b) STUDY.-The Secretary of Health and
Human Services, acting through the Food
and Drug Administration, shall conduct a
study of the effect on humans of the use of
mercury compounds in nasal sprays. Such
study shall include data from other studies
that have been made of such use.
(c) STUDY OF MERCURY SALES.(1) STUDY.-The Secretary of Health and
Human Services, acting through the Food
and Drug Administration and subject to appropriations, shall conduct, or shall contract
with the Institute of Medicine of the National Academy of Sciences to conduct, a
study of the effect on humans of the use of
elemental, organic or inorganic mercury
when offered for sale as a drug or dietary
supplement. Such study shall, among other
things, evaluate(A) the scope of mercury use as a drug or
dietary supplement; and
(B) the adverse effects on health of children and other sensitive populations resulting from exposure to, or ingestion or inhalation of, mercury when so used.
In conducting such study, the Secretary
shall consult with the Administrator of the
Environmental Protection Agency, the Chair
of the Consumer Product Safety Commission, and the Administrator of the Agency
for Toxic Substances and Disease Registry,
and, to the extent the Secretary believes
necessary or appropriate, with any other
Federal or private entity.
(2) REGULATIONS.-If, in the opinion of the
Secretary, the use of elemental, organic or
inorganic mercury offered for sale as a drug
or dietary supplement poses a threat to
human health, the Secretary shall promulgate regulations restricting the sale of mercury intended for such use. At a minimum,
such regulations shall be designed to protect
the health of children and other sensitive
populations from adverse effects resulting
from exposure to, or ingestion or inhalation
of, mercury. Such regulations, to the extent
feasible, should not unnecessarily interfere
with the availability of mercury for use in
religious ceremonies.
SEC. 131. NOTIFICATION OF DISCONTINUANCE OF
A LIFE SAVING PRODUCT.
Chapter VII (21 U.S.C. 371 et seq.), as
amended by section 129. is further amended
by adding at the end the following:
"Subchapter I-Notification of the
Discontinuance of a Life Saving Product
"SEC. 781. DISCONTINUANCE OF A LIFE SAVING
PRODUCT.
"(a) IN GENERAL.-A manufacturer that is
the sole manufacturer of a drug (including a
biological product) or device"(I) that is"(A) life supporting;
"(B) life sustaining; or
"(C) intended for use in the prevention of a
debilitating disease or condition; and
"(2) for which an application has been approved under section 505(b), 505(j), or 515(d),
shall notify the Secretary of a discontinuance of the manufacture of the drug or device at least 6 months prior to the date of
the discontinuance.
"(b) REDUCTION IN NOTIFICATION PERIOD.On application of a manufacturer, the Secretary may reduce the notification period required under subsection (a) for the manufacturer if good cause exists for the reduction,
such as a situation in which"(1) a public health problem may result
from continuation of the manufacturing for
the 6-month period;
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"(2) a biomaterials shortage prevents the such paragraph describing the investigational use of devices in a single patient or a
continuation of the manufacturing for the 6small group of patients.
month period;
"(B) Regulations under subparagraph (A)(i)
for
the
exist
may
problem
"(3) a liability
manufacturer if the manufacturing is contin- shall provide that a change or modification
described in such subparagraph is not perued for the 6-month period;
"(4) continuation of the manufacturing for mitted unless, not later than 5 days after
making the change or modification, a notice
substantial
cause
may
period
the 6-month
of the change or modification is submitted to
economic hardship for the manufacturer; or
"(5) the manufacturer has filed for bank- the Secretary.
subparagraph
under
"(C)
Regulations
ruptcy under chapter 7 or 11 of title 11,
(A)(ii) shall provide that, under appropriate
United States Code.
"(c) DISTRIBUTION.-To the maximum ex- conditions described by the Secretary in the
tent practicable, the Secretary shall dis- regulations, the Secretary will authorize the
shipment of investigational devices (as detribute information on the discontinuation
of the drugs and devices described in sub- fined in the regulations) for the diagnosis,
section (a) to appropriate physician and pa- monitoring, or treatment of a serious disease
or condition in emergency situations.
tient organizations.".
"(7)(A) In the case of a person intending to
TITLE II-IMPROVING REGULATION OF
investigate the safety or effectiveness of a
DEVICES
class III device or any implantable device,
SEC. 201. DISPUTE RESOLUTION.
the Secretary shall ensure that the person
Section 506, as added by section 116, is
prior to submitting an
amended in the first sentence by inserting has an opportunity,
application to the Secretary or to an institubefore the period the following: ", or under
tional review board, to submit to the Secsection 515(g)(2)(B), as applicable".
review, an investigational plan
SEC. 202. INVESTIGATIONAL DEVICE EXEMP- retary, for
(including a clinical protocol). If the appliTIONS; EXPANDED ACCESS.
Section 520(g) (21 U.S.C. 360j(g)) is amended cant requests a meeting with the Secretary
regarding such review, the Secretary shall
by adding at the end the following:
"(6)(A) Not later than 120 days after the meet with the applicant not later than 30
days after receiving the request for the
Drug
and
of
the
Food
date of the enactment
meeting.
Administration Regulatory Modernization
"(B) Agreements regarding the parameters
Act of 1997, the Secretary shall by regulation
of an investigational plan (including clinical
establish, with respect to a device for which
an exemption under this subsection is in ef- protocol) that are reached between the Secretary ant a sponsor or applicant shall be refect, the following:
duced to writing and made part of the ad"(i) Procedures and conditions under which
the Secretary will, without requiring an ad- ministrative record by the Secretary. Such
ditional approval of an application for an ex- agreements shall not be changed, except"(i) with the written agreement of the
emption or the approval of a supplement to
sponsor or applicant; or
such an application, permit"(ii) pursuant to a decision, made in ac"(I) developmental changes in the device
that do not constitute a significant change cordance with subparagraph (C) by the director of the office in which the device involved
in design or in basic principles of operation
is reviewed, that a substantial scientific
and that are made in response to information gathered during the course of an inves- issue essential to determining the safety or
effectiveness of the device involved has been
tigation; and
"(II) changes or modifications to clinical identified.
"(C) A decision under subparagraph (B)(ii)
protocols that do not affect the validity of
data or information resulting from the com- by the director shall be in writing, and may
be made only after the Secretary has propletion of an approved protocol and do not
vided to the sponsor or applicant an opporalter the relationship of likely patient risk
tunity for a meeting at which the director
to benefit relied upon to approve a protocol.
and the sponsor or applicant are present and
"(ii) Procedures and conditions under
which the Secretary will, outside of an ap- at which the director documents the scientific issue involved.".
proved investigational protocol (subject to
compliance with regulations for the protec- SEC. 203. SPECIAL REVIEW FOR CERTAIN DEVICES.
tion of patients), permit uses of the device in
Section 515(d) (21 U.S.C. 360e(d)) is amendthe diagnosis, monitoring, or treatment of
eddiseases or conditions that are life-threat(1) by redesignating paragraphs (2) and (3)
ening or could be irreversibly debilitating,
as paragraphs (3) and (4), respectively; and
when(2) by adding at the end the following:
"(I) the treating physician determines that
"(5) In order to provide for more effective
the investigational use of the device likely
or diagnosis of life-threatening or
treatment
will provide a benefit; that the risk of not
using the device exceeds the probable risk of irreversibly debilitating human diseases or
the Secretary shall provide reconditions,
using the device; and that there is no legally
marketed device alternative for the satisfac- view priority for devicestechbreakthrough
representing
"(A)
tory treatment or diagnosis of such disease
nologies,
or condition;
alternatives
no
approved
for
which
"(B)
"(II) the Secretary determines that there
is sufficient evidence of safety and effective- exist,
"(C) which offer significant advantages
ness to support the investigational use of the
device in the case described in subclause (I); over existing approved alternatives, or
"(D) the avaibility of which is in the best
"(III) the Secretary determines that the
investigational use of the device will not interest of the patients.".
interfere with the initiation, conduct, or SEC. 204. EXPANDING HUMANITARIAN USE OF
DEVICES.
completion of clinical investigations to sup(a) SECTION 520(m).-Section 520(m) (21
port marketing approval; and
"(IV) the sponsor, or clinical investigator, U.S.C. 360j(m)) is amended(1) in paragraph (2), by inserting after and
of the investigational use of the device subbelow subparagraph (C) the following:
mits to the Secretary a clinical protocol
request shall be in the form of an appliparagraph
"The
consistent with the provisions of
(3) and any regulations promulgated under cation to the Secretary. Within 60 days of
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the date of the receipt of an application, the
Secretary shall issue an order approving or
denying the application, except that if the
Secretary convenes a scientific advisory
panel, the Secretary shall within 120 days of
the receipt of an application issue such
order.";
(2) by amending paragraph (5) to read as
follows:
"(5) The Secretary may suspend or withdraw an exemption from the effectiveness requirements of sections 514 and 515 for a humanitarian device, after providing notice
and an opportunity for an informal hearing,
if any condition for granting such exemption
for such device set forth in paragraphs (2)
through (4) no longer is met."; and
(3) by amending paragraph (6) to read as
follows:
"(6) The Secretary may require a person
granted an exemption under paragraph (2) to
demonstrate continued compliance with the
requirements of this subsection if the Secretary believes such demonstration to be
necessary to protect the public health or if
the Secretary has reason to believe that the
criteria for the exemption are no longer
met.".
(b) REGULATIONS.-Any provision in a regulation included In title 21 of the Code of Federal Regulations pertaining to humanitarian
devices which is inconsistent with the
amendments made by subsection (a) shall be
deemed rescinded on the date of the enactment of this Act. The Secretary shall amend
regulations pertaining to humanitarian devices to conform with the amendments made
by subsection (a).
SEC. 205. DEVICE STANDARDS.
(a) ALTERNATIVE PROCEDURE.-Section 514

(21 U.S.C. 360d) is amended by adding at the
end thereof the following:
"Listing of Recognized Standards
"(c)(1) The Secretary shall issue notices
identifying and adopting applicable nationally or Internationally recognized standards
(or portions of such standards) to which a
person may self-certify compliance for the
purpose of demonstrating a reasonable assurance that a device is safe or effective or to
determine compliance with any requirement
of this Act. Such notices shall be published
in the Federal Register, and the Secretary
shall provide an opportunity for public comment on the standards involved.
"(2) The Secretary shall accept a certification that a device conforms with each type
of standard referenced in subsection (a) and
Identified In such certification to the extent
such standard applies, except that the Secretary may, at any time, require the person
who submitted the certification to submit
the data and information which such person
relied upon in making such certification, and
may reject the certification if the Secretary
determines that the data and information do
not demonstrate compliance with the standards identified in the certification. Such person shall maintain the data and information
for a period of 2 years after the submission of
the certification, or for the expected design
life of the device, whichever is later.
"(3) The Secretary may remove from the
list of standards adopted under subsection
(a) a standard (or portion of a standard)
which the Secretary determines is not reliable for the purpose set out in such subsection.
"(4) In the case of a person who does not
self-certify compliance pursuant to paragraph (1) regarding a device, the person may
elect to utilize data other than those required by standards under paragraph (1) to
demonstrate a reasonable assurance of the
safety or effectiveness of the device.".

(b) PROHIBITED AcTS.-Section 301 (21
U.S.C. 331), as amended by section 106(b), Is
amended by adding at the end the following:
"(y) The falsification of a certification
under section 514(c) or the failure or refusal
to provide data or information required by
the Secretary under such section.".
(c) ADULTERATED DEVICES.-Section 501(e)
(21 U.S.C. 351(e)) is amended by striking
"subject to a performance standard" and all
that follows and inserting the following:
"subject to a performance standard established under subsection (b) of section 514, unless such device is in all respects in conformity with such standard; or subject to a
standard listed under subsection (c) of such
section (in the case of a person who has selfcertified to such standard), unless such device is in all respects in conformity with
such standard.".
(d) CONFORMING AMENDMENTS.(1) DEFINITION OF CLASS II DEVICE.-Section
513(a)(1)(B) (21 U.S.C. 360c(a)(1)(B)) is amended by inserting after "performance standards," the following. "the listing of standards under section 514(c)," .
(2) RELATIONSHIP TO PERFORMANCE STANDARDS.-Section 514(a) (21 U.S.C. 360d(a)) is
amended(A) in paragraph (1), in the second sentence, by striking "under this section" and
inserting "under subsection (b)";
(B) in paragraph (2), in the matter preceding subparagraph (A), by striking "under
this section" and inserting "under subsection (b)";
(C) in paragraph (3), by striking "under
this section" and inserting "under subsection (b)"; and
(D) in paragraph (4), in the matter preceding subparagraph (A), by striking "this
section" and inserting "this subsection and
subsection (b)".
SEC. 206. SCOPE OF REVIEW.
(a) SECTION 513(a).-Section 513(a)(3) (21
U.S.C. 360c(a)(3)) is amended(1) in subparagraph (A) by inserting "one
or more" before "clinical investigation"; and
(2) by adding at the end the following:
"(C) In making a determination of a reasonable assurance of the effectiveness of a
device for which an application under section 515 has been submitted, the Secretary
shall consider whether the extent of data
that otherwise would be required for approval of the application with respect to effectiveness can be reduced through reliance
on postmarket controls.
"(D)(i) Upon the request of any person intending to submit an application under section 515, the Secretary shall, not later than
30 days after receiving such request, meet
with the person to determine the type of
valid scientific evidence within the meaning
of subparagraphs (A) and (B) that will be
necessary to demonstrate the effectiveness
of a device for the proposed conditions of
use. Within 30 days of such meeting, the Secretary shall identify, and confirm in writing,
the type of valid scientific evidence that will
provide a reasonable assurance that a device
is effective under the proposed conditions of
use.
"(ii) Agreements under section 515 regarding the parameters of valid scientific evidence for a device that are reached between
the Secretary and a sponsor or applicant
shall be reduced to writing and made part of
the administrative record by the Secretary.
Such agreements shall not be changed, except"(I) with the written agreement of the
sponsor or applicant; or
"(II) pursuant to a decision, made in accordance with clause (iii) by the director of
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the office in which the device involved is reviewed, that a substantial scientific issue essential to determining the safety or effectiveness of the device has been identified.
"(ili) A decision under clause (ii) by the director shall be in writing, and may be made
only after the Secretary has provided to the
sponsor or applicant an opportunity for a
meeting at which the director and the sponsor or applicant are present and at which the
director documents the scientific issue involved.".
(b) SECTION 513(1).-Section 513(i)(1) (21
U.S.C. 360c(i)(1)) Is amended by adding at the
end the following:
"(C) To facilitate reviews of reports submitted to the Secretary under section 510(k),
the Secretary shall consider the extent to
which reliance on postmarket controls may
expedite the classification of devices under
subsection (f)(1) of this section.
"(D) Whenever the Secretary requests information to demonstrate that devices with
differing technological characteristics are
substantially equivalent, the Secretary shall
only request information that is necessary
to making substantial equivalence determinations. In making such request, the Secretary shall consider the least burdensome
means of demonstrating substantial equivalence and request information accordingly.
"(E)(i) Any determination by the Secretary of the intended use of a device shall
be based upon the proposed labeling submitted in a report for the device under section 510(k), unless the director of the organizational unit responsible for regulating devices (in this subparagraph referred to as the
'Director'), after providing an opportunity
for consultation with the person who submitted such report, determines and states in
writing (I) that there is a reasonable likelihood that the device will be used for an intended use not identified in the proposed labeling for the device, and (II) on the basis of
data or the absence of data, that such use
could cause harm.
"(II) Such determination shall"(I) be provided to the person who submitted the report within 10 days from the
date of the notification of the Director's concerns regarding the proposed labeling;
"(II) specify limitations on the device's labeling which proscribe the use not included
in proposed labeling; and
"(II) find the device substantially equivalent when the labeled intended use and the
technological characteristics of the device
relative to a legally marketed device conform with the requirements of subparagraph
(A).
"(lii) The responsibilities of the Director
under this subparagraph may not be delegated.
"(iv) This subparagraph has no legal effect
after the expiration of the five-year period
beginning on the date of the enactment of
the Food and Drug Administration Regulatory Modernization Act of 1997.".
(c) SECTION 515(d).-Section 515(d) (21
U.S.C. 360e(d)) is amended(1) in paragraph (1)(A), by adding after and
below clause (ii) the following:
"In making the determination whether to
approve or deny the application, the Secretary shall rely on the conditions of use Included in the proposed labeling as the basis
for determining whether or not there is a
reasonable assurance of safety and effectiveness, if the proposed labeling is neither false
nor misleading. In determining whether or
not such labeling is false or misleading, the
Secretary shall fairly evaluate all material
facts pertinent to the proposed labeling.";
and
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(2) by adding after paragraph (5) (as added
by section 5(2)) the following:
"(6)(A)(1) A supplemental application shall
be required for any change to a device subject to an approved application under this
subsection that affects safety or effectiveness, unless such change is a modification in
a manufacturing procedure or method of
manufacturing and the holder of the approved application submits a written notice
to the Secretary that describes in detail the
change, summarizes the data or information
supporting the change, and informs the Secretary that the change has been made under
the requirements of section 520(f).
"(ii) The holder of an approved application
who submits a notice under clause (i) with
respect to a manufacturing change of a device may distribute the device 30 days after
the (late on which the Secretary receives the
notice, unless the Secretary within such 30day period notifies the holder that the notice
is not adequate and describes such further
information or action that is required for acceptance of such change. If the Secretary notifies the holder that a premarket approval
supplement is required, the Secretary shall
review the supplement within 135 days after
the receipt of the supplement. The time used
by the Secretary to review the notice of the
manufacturing change shall be deducted
from the 135-day review period if the notice
meets appropriate content requirements for
premarket approval supplements.
"(B)(i) Subject to clause (ii), in reviewing a
supplement to an approved application, for
an incremental change to the design of a device that affects safety or effectiveness, the
Secretary shall approve such supplement if"(I) nonclinical data demonstrate that the
design modification creates the intended additional capacity, function, or performance
of the device; and
"(II)clinical data from the approved application and any supplement to the approved
application provide a reasonable assurance
of safety and effectiveness for the changed
device.
"(ii) The Secretary may require, when necessary, additional clinical data to evaluate
the design modification of the device to provide a reasonable assurance of safety and effectiveness.".
SEC. 207. PREMARKET NOTIFICATION.
(a) SECTION 510.-Section 510 (21 U.S.C. 360)
is amended(1) in subsection (k)(A) in the matter preceding paragraph (1),
by adding after "report to the Secretary"
the following: "or person who is accredited
under section 712(a)"; and
(B) by adding after and below paragraph (2)
the following:
"Such a report is not required for a device
intended for human use that is exempted
from the requirements of this subsection
under subsection (1) or is classified into class
I under section 513. The exception established in the preceding sentence does not
apply to any class I device that is intended
to be life supporting or life sustaining or is
intended for a use which is of substantial Importance in preventing impairment of human
health, or to any class I device that presents
a potential unreasonable risk of illness or injury. With respect to a person who is accredited under section 712(a), such accredited
person shall review a report under this subsection that is received by such person and
shall submit, not later than 60 days after receiving the report, to the Secretary such person's recommendation for action to be taken
by the Secretary on the report."; and
(2) by adding after subsection (k) the following subsection:
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"(1) Not later than 30 days after the date of
the enactment of the Food and Drug Administration Regulatory Modernization Act of
1997, the Secretary shall publish in the Federal Register a list of each type of class II
device that does not require a report under
subsection (k) to provide reasonable assurance of safety and effectiveness. Each type of
class II device listed by the Secretary shall
be exempt from the requirement to file a report under subsection (k) as of the date of
the publication of the list in the Federal
Register. Beginning on the date that is 1 day
after the date of the publication of the list,
any person may petition the Secretary to exempt a type of class II device from the reporting requirement of subsection (k). The
Secretary shall publish in the Federal Register notice of the intent of the Secretary to
exempt the device, or of the petition, and
provide a 30-day period for public comment.
If the Secretary fails to respond to a petition
within 120 days of receiving it, the petition
shall be deemed to be granted.".
(b) INITIAL CLASSIFICATION.-Section 513(f)
(21 U.S.C. 360c(f)) is amended(1) in the second sentence of paragraph (1)
by striking the period at the end and inserting the following: "unless within 30 days of
receiving an order classifying the device into
class III the person who submits a report
under section 510(k) for such device requests
review with respect to the classification of
the device and a final order of classification
from the Secretary. Such person shall submit to the Secretary data and Information
supporting the classification of the device
into class I or II. After the request, a device
classified into class III under this paragraph
remains in class III, but shall not be deemed
to be finally classified until the Secretary
has determined the classification of the device,based on the classification criteria set
forth in subparagraphs (A) through (C) of
subsection (a)(1), within 60 (lays of receiving
the request to review and classify a device.
Any device found under this paragraph not
to be substantially equivalent to a device described in subparagraph (A)(i) and which is
classified by the Secretary into class III may
not be commercially distributed in commerce before it is approved under section
515."; and
(2) by adding at the end the following:
"(4) The Secretary may not withhold a determination of the initial classification of a
device under paragraph (1) because of a failure to comply with any provision of this Act
unrelated to a substantial equivalence decision, including a finding that the facility in
which the device is manufactured is not in
compliance with good manufacturing requirements as set forth in regulations of the
Secretary under section 520(f) (other than a
finding that the failure to comply with such
regulations is directly related to the safety
or effectiveness of the device).".
513.-Section 513(i)(1) (21
(c) SECTION
U.S.C. 360c(i)), as amended by section 206(b),
is amended(1) in subparagraph (A)(ii)(I), by striking
"clinical data" and inserting "appropriate
clinical or scientific data" and by inserting
"or a person accredited under section 712"
after "Secretary";
(2) in subparagraph (A)(ii)(II), by striking
"efficacy" and inserting "effectiveness"; and
(3) by adding at the end of paragraph (1)
the following:
"(F) For purposes of subparagraph (A), the
term 'legally marketed device' includes any
device introduced into interstate commerce
for commercial distribution before May 28,
1976, and any device determined to be sub-
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stantially equivalent to such device which
has not been removed from the market by an
order of the Secretary or a judicial order because it is not safe or not effective.
"(G) Not later than 270 days after the date
of the enactment of the Food and Drug Administration Regulatory Modernization Act
of 1997, the Secretary shall issue guidance
specifying the general principles that the
Secretary will consider in determining when
a specific intended use of a device is not reasonably included within a general use of such
device for purposes of a determination of
substantial equivalence under subsection (f)
or section 520(1).".
(d) SUNSET.-The amendments made by
subsections (a)(l)(A) and (c)(1), to the extent
that they relate to an accredited person
under section 712 of the Federal Food, Drug,
and Cosmetic Act, shall be of no force or effect upon the expiration of 7 years from the
date of the enactment of this Act.
SEC. 208. CLASSIFICATION PANELS.
Section 513(b) (21 U.S.C. 360c(b)) is amended
by adding at the end the following:
"(5) Classification panels covering each
type of device shall be scheduled to meet at
such times as may be appropriate for the
Secretary to meet applicable statutory deadlines.
"(6)(A) Any person whose device is specifically the subject of review by a classification
panel shall have the same rights as the Secretary regarding"(I) access to data and information submitted to a classification panel (except for
data and information that are not available
for public disclosure under section 552 of
title 5, United States Code);
"(ii) the submission, for review by a classification panel, of information that is based
on the data or information provided in the
application submitted under section 515 by
the person, which information shall be submitted to the Secretary for prompt transmittal to the classification panel; and
"(iii) the participation of the persons at
meetings of the panel.
"(B) Any meetings of a classification panel
shall provide adequate time for initial presentations and for response to any differing
views by persons whose devices are specifically the subject of a classification panel review, and shall encourage free and open participation by all interested persons.
"(7) After receiving from a classification
panel the conclusions and recommendations
of the panel on a matter that the panel has
reviewed, the Secretary shall review the conclusions and recommendations, shall make a
final decision on the matter in accordance
with section 515(d)(2), and shall notify the affected persons of the decision in writing and,
if the decision differs from the conclusions
and recommendations of the panel, shall include the reasons for the difference.
"(8) A scientific advisory panel under this
subsection shall not be subject to the annual
chartering and annual report requirements
of the Federal Advisory Committee Act.".
SEC. 209. PREMARKET APPROVAL.
Section 515(d) (21 U.S.C. 360e(d)), as amended by section 203(1), is amended by inserting
after paragraph (1) the following:
"(2) Each application received under subsection (c) shall be reviewed in a manner to
achieve final action on such application
within 180 days of its receipt. At the request
of the applicant, the Secretary shall meet
with an applicant under such an application
within 90 days of the date of the application's submission.".
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210. ACCREDITATION FOR ACCREDITED
PERSONS.
(a) AMENDMENT.-Subchapter A of chapter
VII is amended by adding at the end the following:
"ACCREDITED PERSONS
"SEC. 712. (a) IN GENERAL.-The Secretary
shall, not later than 1 year after the date of
the enactment of the Food and Drug Administration Regulatory Modernization Act of
1997, accredit persons for the purpose of reviewing and initially classifying devices
under section 513(f)(1) that are subject to a
report under section 510(k). An accredited
person may not be used to perform a review
of a class III device, or a class II device
which is
intended
to be permanently
implantable or life sustaining or life supporting.
"(b) ACCREDITATION."(1) PROGRAMS.-The Secretary shall provide for such accreditation through programs administered by the Food and Drug
Administration, other government agencies,
or by other qualified nongovernment organizations.
"(2) ACCREDITATION."(A) GENERAL RULE.-Not later than 180
days after the date of the enactment of the
Food and Drug Administration Regulatory
Modernization Act of 1997, the Secretary
shall establish and publish in the Federal
Register requirements to accredit or deny
accreditation to persons who request to perform the duties specified in subsection (a).
The Secretary shall respond to a request for
accreditation within 60 days of the receipt of
the request. The accreditation of such person
shall specify the particular activities under
subsection (a) for which such person is accredited.
"(B) WITHDRAWAL OF ACCREDITATION.-The
Secretary may withdraw accreditation of
any person accredited under this paragraph,
after providing notice and an opportunity for
an informal hearing, when such person acts
in a manner that is inconsistent with the
purposes of this section or poses a threat to
public health or fails to act in a manner that
is consistent with the purposes of this section.
"(C) PERFORMANCE AUDITING.-To ensure
that persons accredited under this section
will continue to meet the standards of accreditation, the Secretary shall"(I) make onsite visits on a periodic basis
to each accredited person to audit the performance of such person; and
"(ii) take such additional measures as the
Secretary determines to be appropriate.
"(D) ANNUAL REPORT.-The Secretary shall
include in the annual report required under
section 903(e)(2) the names of all accredited
persons and the particular activities under
subsection (a) for which each such person is
accredited and the name of each accredited
person whose accreditation has been withdrawn during the year.
"(3) QUALIFICATIONS.-An accredited person
shall, at a minimum, meet the following requirements:
"(A) Such person shall be an independent
organization which is not owned or controlled by a manufacturer, supplier, or ven-

slonal and ethical business practices and
shall agree in writing that as a minimum it
will"(i) certify that reported information accurately reflects data reviewed;
"(ii) limit work to that for which competence and capacity are available;
"(iii) treat information received, records,
reports, and recommendations as proprietary
information;
"(iv) promptly respond and attempt to resolve complaints regarding its activities for
which it is accredited; and
"(v) protect against the use, in carrying
out subsection (a) with respect to a device, of
any officer or employee of the person who
has a financial conflict of interest regarding
the device, and annually make available to
the public disclosures of the extent to which
the person, and the officers and employees of
the person, have maintained compliance
with requirements under this clause relating
to financial conflicts of interest.
"(4) SELECTION OF ACCREDITED PERSONS.The Secretary shall provide each person who
chooses to use an accredited person to receive a section 510(k) report a panel of at
least 2 or more accredited persons from
which the regulated person may select 1 for
a specific regulatory function.".
(b) CONFORMING AMENDMENT.-Section 301
(21 U.S.C. 331), as amended by section 205(b),
is amended by adding at the end the following:
"(z) In the case of a drug, device, or food"(1) the submission of a report or recommendation by a person accredited under

section 712 that is false or misleading in any
material respect;
"(2) the disclosure by a person accredited
under section 712 of confidential commercial
information or any trade secret without the
express written consent of the person who
submitted such information or secret to such

person; or
"(3) the receipt by a person accredited
under section 712 of a bribe in any form or

the doing of any corrupt act by such person
associated with a responsibility delegated to
such person under this Act.".
(c) SUNSET.-The amendments made by
subsections (a) and (b) to the extent they relate to an accredited person under section
712 of the Federal Food, Drug, and Cosmetic
Act shall be of no force or effect upon the expiration of 7 years from the date of the enactment of this Act.
(d) REPORT.-Not later than 5 years after
the date of the enactment of this Act, the
Comptroller General of the United States
shall report to the Committee on Commerce
of the House of Representatives and the
Committee on Labor and Human Resources
of the Senate on the use of accredited persons under section 712 of the Federal Food,
Drug, and Cosmetic Act, the extent to which
such use was helpful in the implementation
of such Act, and the extent to which such use
promoted actions which were contrary to the
purposes of such Act.
SEC. 211. PREAMENDMENT DEVICES.
Section 515(1) (21 U.S.C. 360e(i)) is amended
to read as follows:

dor of devices and which has no organiza-

"Revision

tional, material, or financial affiliation with
such a manufacturer, supplier, or vendor.
"(B) Such person shall be a legally constituted entity permitted to conduct the activities for which it seeks accreditation.
"(C) Such person shall not engage in the
design, manufacture, promotion, or sale of
devices.
"(D) Such person shall be operated in accordance with generally accepted profes-

"(i) Not later than 180 days after the date
of the enactment of the Food and Drug Administration Regulatory Modernization Act
of 1997, the Secretary shall publish in the
Federal Register a list of the types of devices
classified into class II under section 513(d),
which are not subject to a regulation under
subsection (b), and for which the Secretary
has determined after classification of such
devices that premarket approval is unneces-
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sary to protect the public health. Each such
type of device listed in the Federal Register
publication shall be reclassified into class II
or class I, as appropriate.".
SEC. 212. DEVICE TRACKING.
Subsection (e) of section 519 (21 U.S.C. 3601)
is amended to read as follows:
"Device Tracking
"(e) The Secretary may by order require a

manufacturer to adopt a method of tracking
a class II or class III device"(1) the failure of which would be reasonably likely to have serious adverse health
consequences; or
"(2) which is"(A) intended to be an implantable device,
or
"(B) a life sustaining or life supporting device used outside a device user facility.".
SEC. 213. POSTMARKET SURVEILLANCE.
Section 522 (21 U.S.C. 3601) is amended to
read as follows:
"POSTMARKET SURVEILLANCE
"SEC. 522. (a) IN GENERAL.-The Secretary
may by order require a manufacturer to conduct postmarket surveillance for any device
of the manufacturer which is a class II or
class HI device the failure of which would be
reasonably likely to have serious adverse
health consequences or which is intended to
be"(1) an implantable device, or
"(2) a life-sustaining or life-supporting device used outside a device user facility.
"(b) SURVEILLANCE APPROVAL.-Each manufacturer required to conduct a surveillance
of a device shall, within 30 days of receiving
an order from the Secretary prescribing that
the manufacturer is required under this section to conduct such surveillance, submit,
for the approval of the Secretary, a plan for
the required surveillance. The Secretary,
within 60 days of the receipt of such plan,
shall determine if the person designated to
conduct the surveillance has appropriate
qualifications and experience to undertake
such surveillance and if such plan will result
in information necessary to determine the
occurrence of unforeseen events. The Secretary, in consultation with the manufacturer, may by order require a prospective
surveillance period of up to 36 months. Any
determination by the Secretary that a
longer period is necessary shall be made by
mutual agreement between the Secretary
and the manufacturer or, if no agreement
can be reached, after the completion of a dispute resolution process as described in section 506A.".
SEC. 214. HARMONIZATION.
(a) SECTION 520(f).-Section 520(f)(1)(B) (21
U.S.C. 360j(f)(1)(B)) is amended by striking
"and" at the end of clause (i), by striking
the period at the end of clause (ii) and inserting "; and" and by adding after clause (1i)
the following:
"(iii) ensure that such regulation conforms, to the extent practicable, with internationally recognized standards defining
quality systems, or parts thereof, for medical devices.".
(b) SECTION 803.-Section 803 (21 U.S.C. 383),
as amended by section 127, is amended in
subsection (c)(1)' by adding at the end the following sentence: "The Secretary shall, not later than
180 days after the date of enactment of the
Food and Drug Administration Regulatory
Modernization Act of 1997, make public a
plan that establishes a framework for
achieving mutual recognition of good manu-

facturing practices inspections.";
(2) by inserting "(1)" after "(c)"; and
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(3) by adding at the end the following:
"(2) The Secretary shall report to the Conmmittee on Commerce of the House of Representatives and the Committee on Labor
and Human Resources of the Senate at least
60 days before executing any bilateral or
multilateral agreement under paragraph
(1).".
SEC. 215. REPORTS.
(a) REPORTS.-Section 519 (21 U.S.C. 360i) is
amended(1) in subsection (a)(A) in the matter preceding paragraph (1),
by striking "manufacturer, importer, or distributor" and inserting "manufacturer or
importer"; and
(B) by striking paragraph (9) and inserting
the following:
"(9) shall require distributors to keep
records and make such records available to
the Secretary upon request.";
(2) by striking subsection (d); and
(3) in subsection (f), by striking ", importer, or distributor" each place it appears
and inserting "or importer".
(b) REGISTRATION.-Section 510(g) (21 U.S.C.
360(g)) is amended(1) by redesignating paragraph (4) as paragraph (5);
(2) by inserting after paragraph (3) the following:
"(4) any distributor who acts as a wholesale distributor of devices, and who does not
manufacture, repackage, process, or relabel
a device; or"; and
(3) by adding at the end the following flush
sentence:
"In this subsection, the term 'wholesale distributor' means any person who distributes a
device from the original place of manufacture to the person who makes the final delivery or sale of the device to the ultimate consumer or user.".
(c) DEVICE USER FACILITIES.(1) IN GENERAL.-Section 519(b) (21 U.S.C.
3601(b)) is amended(A) in paragraph (1)(C)(i) in the first sentence, by striking "a
semi-annual basis" and inserting "an annual
basis";
(ii) in the second sentence, by striking
"and July 1"; and
(iii) by striking the matter after and below
clause (iv); and
(B) in paragraph (2)(i) in subparagraph (A), by inserting "or"
after the comma at the end;
(ii) in subparagraph (B), by striking ", or"
at the end and inserting a period; and
(iii) by striking subparagraph (C).
(2) SENTINEL SYSTEM.-Section 519(b) (21
U.S.C. 360i(b)) is amended(A) by redesignating paragraph (5) as paragraph (6); and
(B) by inserting after paragraph (4) the following paragraph:
"(5) With respect to device user facilities
that are hospitals or nursing homes:
"(A) The Secretary shall by regulation
plan and implement a program under which
the Secretary limits user reporting under
paragraphs (1) through (4) to a subset of hospitals and nursing homes that constitutes a
representative profile of user reports for device deaths and serious illnesses or serious
injuries.
"(B) During the period of planning the program under subparagraph (A), paragraphs (1)
through (4) continue to apply to such device
user facilities.
"(C) During the period in which the Secretary is providing for a transition to the
full implementation of the program, paragraphs (1) through (4) apply to such facilities

except to the extent that the Secretary determines otherwise.
"(D) On and after the date on which the
program Is fully implemented, paragraphs (1)
through (4) do not apply to such a facility
unless the facility is included in the subset
referred to in subparagraph (A).
"(E) Not later than one year after the date
of the enactment of the Food and Drug Administration Regulatory Modernization Act
of 1997, the Secretary shall submit to the
Committee on Commerce of the House of
Representatives, and to the Committee on
Labor and Human Resources of the Senate, a
report describing the plan developed by the
Secretary under subparagraph (A) and the
progress that has been made toward the implementation of the plan.".
SEC. 216. PRACTICE OF MEDICINE.
Chapter IX, as amended by section 126, is
amended by adding at the end the following:
"SEC. 909. PRACTICE OF MEDICINE.
"Nothing in this Act shall be construed to
limit or interfere with the authority of a
health care practitioner to prescribe or administer any legally marketed device to a
patient for any condition or disease within a
legitimate health care practitioner-patient
relationship. This section shall not limit any
existing authority of the Secretary to establish and enforce restrictions on the sale or
distribution, or in the labeling, of a device
that are part of a determination of substantial equivalence, established as a condition
of approval, or promulgated through regulations. Further, this section shall not change
any existing prohibition on the promotion of
unapproved uses of legally marketed devices.".
SEC. 217. CLARIFICATION OF DEFINITION.
Section 201(h) (21 U.S.C. 321) is amended by
adding at the end the following: "A computer software product shall not be considered a device under this paragraph solely on
the basis that the primary use of such product is related to the provision of health
care.".
SEC. 218. LABELING AND ADVERTISING REGARDING COMPLIANCE WITH STATUTORY
REQUIREMENTS.
Section 301 (21 U.S.C. 331) is amended by
striking paragraph (1).
SEC. 219. FDA ANNUAL REPORT.
Section 903 (21 U.S.C. 393), as amended by
section 123(b), is amended in subsection (e)(1) by striking the period at the end of
paragraph (4) and inserting "; and"; and
(2) by adding at the end the following:
"(5) summarize and explain each instance
in the previous fiscal year in which an application received under section 515(c) was not
reviewed in a manner to achieve final action
on such application within 180 days of its receipt.".
SEC. 220. INFORMATION SYSTEM.
Section 906, as added by section 124, is
amended by adding at the end the following:
"With respect to devices, the system shall
permit access by the applicant under conditions specified by the Secretary.".
SEC. 221. NONINVASIVE BLOOD GLUCOSE METER.
(a) FNINDINS.-The Congress finds that(1) diabetes and its complications are a
leading cause of death by disease in America;
(2) diabetes affects approximately 16,000,000
Americans and another 650,000 will be diagnosed in 1997;
(3) the total health care-related costs of diabetes total nearly $100,000,000,000 per year;
(4) diabetes is a disease that is managed
and controlled on a daily basis by the patient;
(5) the failure to properly control and manage diabetes results in costly and often fatal
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complications including but not limited to
blindness, coronary artery disease, and kidney failure;
(6) blood testing devices are a critical tool
for the control and management of diabetes,
and existing blood testing devices require repeated piercing of the skin;
(7) the pain associated with existing blood
testing devices creates a disincentive for
people with diabetes to test blood glucose
levels, particularly children;
(8) a safe and effective noninvasive blood
glucose meter would likely improve control
and management of diabetes by increasing
the number of tests conducted by people
with diabetes, particularly children; and
(9) the Food and Drug Administration is
responsible for reviewing all applications for
new medical devices in the United States.
(b) SENSE OF CONGRESS.-It is the sense of
the Congress that the availability of a safe,
effective, noninvasive blood glucose meter
would greatly enhance the health and wellbeing of all people with diabetes across
America and the world.
SEC. 222. RULE OF CONSTRUCTION.
Nothing in this title or the amendments
made by this title shall be construed to affect the question of whether the Secretary of
Health and Human Services has any authority to regulate any tobacco product, tobacco
ingredient, or tobacco additive. Such authority, if any, shall be exercised under the Federal Food, Drug, and Cosmetic Act as in effect on the day before the date of the enactment of this Act.
TITLE III-IMPROVING REGULATION OF
FOOD
SEC. 301. FLEXIBILITY FOR REGULATIONS REGARDING CLAIMS.
Section 403(r)(4) (21 U.S.C. 343(r)(4)) is
amended by adding at the end the following:
"(D) Subject to the time period in the last
sentence of clause (A)(i), proposed regulations under this paragraph may be made effective upon publication at the discretion of
the Secretary, notwithstanding the provisions of section 553 of title 5, United States
Code, pending consideration of public comment and publication of a final regulation.
Such regulations shall be deemed final agency action for purposes of judicial review.".
SEC. 302. PETITIONS FOR CLAIMS.
(21
U.S.C.
Section
403(r)(4)(A)(i)
343(r)(4)(A)(i)) is amended(1) by adding after the second sentence the
following: "If the Secretary does not act
within such 100 days, the petition shall be
deemed to be denied unless an extension is
mutually agreed upon by the Secretary and
the petitioner.";
(2) in the fourth sentence (as amended by
paragraph (1)) by inserting immediately before the comma the following: "or the petition is deemed to be denied"; and
(3) by adding at the end the following: "If
the Secretary does not act within such 90
days, the petition shall be deemed to be denied unless an extension is mutually agreed
upon by the Secretary and the petitioner. If
the Secretary issues a proposed regulation,
the rulemaking shall be completed within
540 days of the date the petition is received
by the Secretary. If the Secretary does not
issue such a proposed regulation within such
540 days, the Secretary shall provide the
Committee on Commerce of the House of
Representatives
and the Committee
on
Labor and Human Resources of the Senate
the reasons action on the proposed regulation did not occur within such 540 days.".
SEC. 303. IIEALTH CLAIMS FOR FOOD PRODUCTS.
Section 403(r)(3) (21 U.S.C. 343(r)(3)) is
amended by adding at the end thereof the
following:
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"(C) Notwithstanding the provisions of
clauses (A)(i) and (B), a claim of the type described in subparagraph (1)(B) which is not
authorized by the Secretary in a regulation
promulgated in accordance with clause (B)
shall be authorized and may be made with
respect to a food if"(i) a scientific body of the United States
Government with official responsibility for
public health protection or research directly
relating to human nutrition (such as the National Institutes of Health or the Centers for
Disease Control and Prevention) or the National Academy of Sciences or any of its subdivisions has published an authoritative
statement, which is currently in effect,
about the relationship between a nutrient
and a disease or health-related condition to
which the claim refers;
"(ii) a person has submitted to the Secretary, at least 150 days (during which the
Secretary may issue a regulation described
in subparagraph (4)(D) and may notify any
person who is making a claim as authorized
by clause (C) that such person has not submitted all the information required by such
clause) before the first introduction into
interstate commerce of the food with a label
containing the claim, (I) a notl.:e of the
claim, which shall Include the e::..ct words
used in the claim and shall include a concise
description of the basis upon which such person relied for determining that t.:e requirements of subclause (I) have been satisfied,
(II) a copy of the statement referred to in
subclause (i) upon which such person relied
In making the claim, and (III) a balanced
representation of the scientific literature,
including a bibliography of such literature,
relating to the relationship between a nutrient and a disease or health-related condition
to which the claim refers;
"(iii) the claim and the food for which the
claim is made are in compliance with clause
(A)(ii) and are otherwise In compliance with
paragraph (a) and section 201(n); and
"(Iv) the claim is stated in a manner so
that the claim is an accurate representation
of the authoritative statement referred to in
subclause (i) and so that the claim enables
the public to comprehend' the information
provided in the claim and to understand the
relative significance of such information in
the context of a total daily diet.
For purposes of this clause, a statement
shall be regarded as an authoritative statement of a scientific body described in subclause (1) only if the statement is published
by the scientific body and shall not include
a statement of an employee of the scientific
body made in the Individual capacity of the
employee.
"(D) A claim submitted under the requirements of clause (C) may be made until"(i) such time as the Secretary issues a
regulation (Including a regulation described
in subparagraph (4)(D)) under the standard in
clause (B)(i)-

"(I) prohibiting or modifying the claim and
the regulation has become effective, or
"(II) finding that the requirements of
clause (C) have not been met, including finding that the petitioner has not submitted all
the Information required by such clause; or
"(ii) a district court of the United States
in an enforcement proceeding under chapter
III has determined that the requirements of
clause (C) have not been met.".
SEC. 304. NUTRIENT CONTENT CLAIMS.

Section 403(r)(2) (21 U.S.C. 343(r)(2)) is
amended by adding at the end the following:
"(G) A claim of the type described in subparagraph (1)(A) for a nutrient, for which the
Secretary has not promulgated a regulation

under clause (A)(i), shall be authorized and
may be made with respect to a food if-

"(i) a scientific body of the United States
Government with official responsibility for
public health protection or research directly
relating to human nutrition (such as the National Institutes of Health or the Centers for
Disease Control and Prevention) or the National Academy of Sciences or any of its subdivisions has published an authoritative
statement, which is currently in effect,
which identifies the nutrient level to which
the claim refers;
"(ii) a person has submitted to the Secretary, at least 150 days (during which the
Secretary may issue a regulation described
in subparagraph (4)(D) and may notify any
person who is making a claim as authorized
by clause (C) that such person has not submitted all the information required by such
clause) before the first introduction into
interstate commerce of the food with a label
containing the claim, (I) a notice of the
claim, which shall include the exact words
used in the claim and shall include a concise
description of the basis upon which such person relied for determining that the requirements of subclause (i) have been satisfied,
(II) a copy of the statement referred to in
subclause (i) upon which such person relied
in making the claim, and (III) a balanced
representation of the scientific literature,
including a bibliography of such literature,
relating to the nutrient level to which the
claim refers;
"(iii) the claim and the food for which the
claim is made are in compliance with clauses
(A) and'(B), and are otherwise in compliance
with paragraph (a) and section 201(n); and
"(iv) the claim is stated in a manner so
that the claim is an accurate representation
of the authoritative statement referred to in
subclause (I) and so that the claim enables
the public to comprehend the information
provided in the claim and to understand the
relative significance of such information in
the context of a total daily diet.
For purposes of this clause, a statement
shall be regarded as an authoritative statement of a scientific body described in subclause (1) only if the statement is published
by the scientific body and shall not include
a statement of an employee of the scientific
body made in the individual capacity of the
employee.
"(H) A claim submitted under the require-

ments of clause (G) may be made until"(i) such time as the Secretary issues. a
regulation (including a regulation described
in subparagraph (4)(D))"(I) prohibiting or modifying the claim and
the regulation has become effective, or
"(II) finding that the requirements of
clause (G) have not been met, including finding that the petitioner had not submitted all
the information required by such clause; or
"(ii) a district court of the United States
in an enforcement proceeding under chapter
III has determined that the requirements of
clause (G) have not been met.".
SEC. 305. REFERRAL STATEMENTS.
Section 403(r)(2)(B) (21 U.S.C. 343(r)(2)(B)) is
amended to read as follows:
"(B) If a claim described in subparagraph
(1)(A) is made with respect to a nutrient in
a food, and the Secretary makes a determination that the food contains a nutrient
at a level that increases to persons in the
general population the risk of a disease or
health-related condition that is diet related,
then the label or labeling of such food shall
contain, prominently and in immediate proximity to such claim, the following statement: 'See nutrition information for
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content.' The blank shall identify the nutrient associated with the increased disease or
health-related condition risk. In making the
deteriination described in this clause, the
Secretary shall take into account the significance of the food in the total daily diet.".
SEC. 306. DISCLOSURE OF IRRADIATION.
Chapter IV (21 U.S.C. 341 et seq.) is amended by inserting after section 403B the following:
"DISCLOSURE
"SEC. 403C. (a) No provision of section
201(n), 403(a), or 409 shall be construed to require on the label or labeling of a food a separate radiation disclosure statement that is
more prominent than the declaration of ingredients required by section 403(1)(2).
"(b) In this section, the term 'radiation
disclosure statement' means a. written statement or symbol that discloses that 'a food
has been intentionally subject to radi-

ation.".
SEC. 307. IRRADIATION PETITION.
Not later than 60 days following the date of
the enactment of this Act, the Secretary of
Health and Human Services shall(1) make a final determination on any petition pending with the Food and Drug Administration that would permit the irradiation
of red meat under section 409(b)(1) of the
Federal Food, Drug, and Cosmetic Act; or
(2) provide the Committee on Commerce of
the House of Representatives and the Committee on Labor and Human Resources of the
Senate an explanation of the process followed by the Food and Drug Administration
in reviewing the petition referred to in paragraph (1) and the reasons action on the petition was delayed.
SEC. 308. GLASS AND CERAMIC WARE.
(a) IN GENERAL.-The Secretary may not
implement any requirement which would
ban, as an unapproved food additive, lead and
cadmium based paints in the lip and rim area
of glass and ceramic ware before the expiration of one year after the date such requirement is published.
(b) LEAD AND CADMIUM BASED PAINT.-Lead
and cadmium based paint may not be banned
as an unapproved food additive if it is on
glass and ceramic ware(1) which has less than 60 millimeters of
decorating area below the external rim; and
(2) which is not, by design, representation,
or custom of usage intended for use by children.
SEC. 309. FOOD CONTACT SUBSTANCES.
(a) FOOD CONTACT SUBSTANCES.-Section
409(a) (21 U.S.C. 348(a)) is amended(1) in paragraph (1)(A) by striking "subsection (i)" and inserting "subsection (j)"; and
(B) by striking at the end "or";
(2) by striking the period at the end of
paragraph (2) and inserting "; or";
(3) by inserting after paragraph (2) the following:
"(3) in the case of a food additive that is a
food contact substance, there is"(A) in effect for such substance a regulation issued under this section prescribing the
conditions under which such substance may
be safely used and such substance and the
use of such substance are in conformity with
such regulation; or
"(B) a notification submitted under subsection (h) that is in effect."; and
(4) in the flush matter following paragraph
(3) (as added by paragraph (3)), by inserting
"or notification" after "regulation" each
place it appears.
(b) NOTIFICATION FOR FOOD CONTACT SUBSTANCES.-Section 409 (21 U.S.C. 348), as
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amended by subsection (a), is further amended(1) by redesignating subsections (h) and (i),
as subsections (i) and (j), respectively;
(2) by inserting after subsection (g) the following:
*Notification Relating to a Food Contact
Substance
"(h)(l) Subject to such regulations as may
be promulgated under paragraph (3), a person
manufacturing or supplying a food contact
substance may, at least 120 days prior to the
introduction or delivery for introduction
into interstate commerce of the food contact
substance, notify the Secretary of the"(A) name of the person;
"(B) identity and intended use of the food
contact substance; and
"(C) determination of the person that the
intended use of such food contact substance
is safe under the standard described in subsection (c)(3)(A).
The notification shall contain the information that forms the basis of the determination and all information required to be submitted by regulations promulgated by the
Secretary.
"(2)(A) A notification submitted under
paragraph (1) shall become effective 120 days
after the date of receipt by the Secretary
and the food contact substance may be introduced or delivered for introduction into
interstate commerce, unless, within the 120day period, the Secretary"(i) makes a determination that, based on
the data and information before the Secretary, such use of the food contact substance has not been shown to be safe under
the
standard
described
in
subsection
(c)(3)(A), or
"(ii) makes a determination under paragraph (3) with respect to the need for a petition under subsection (b) for such food contact substance,
and informs the person of such determination.
"(B) A determination by the Secretary
under subparagraph (A)(i) shall constitute
final agency action subject to judicial review.
"(C) A notification under this subsection
shall be effective only with respect to the
person identified in the notification.
"(3)(A) The notification process in this
subsection shall be utilized for authorizing
the marketing of a food contact substance
except where the Secretary determines that
submission and review of a petition under
subsection (b) is necessary to provide adequate assurance of safety, or where the Secretary and the person manufacturing or supplying the food contact substance agree that
such person should submit a petition under
subsection (b).
"(B) The Secretary may promulgate regulations to identify the circumstances in
which a petition shall be filed under subsection (b) and shall consider criteria such as
the probable consumption of a food contact
substance and potential toxicity of the food
contact substance in determining the circumstances in which a petition shall be filed
under subsection (b) with respect to the food
contact substance.
"(4) The Secretary shall keep confidential
any information provided in a notification
under paragraph (1) for 120 days after receipt
by the Secretary of the notification. After
the expiration of such 120 days, the information shall be available to any interested
party except for any matter in the notification that is a trade secret or confidential
commercial information.

"(5) In this section, the term 'food contact
substance' means any substance intended for
use as a component of materials used in
manufacturing, packing, packaging, transporting, or holding food if such use is not intended to have any technical effect in such
food.";
(3) in subsection (i), as so redesignated by
paragraph (1), by adding at the end the following: "The Secretary shall by regulation
prescribe the procedure by which the Secretary may deem a notification under subsection (h) to be no longer in effect."; and
(4) in subsection (j), as so redesignated by
paragraph (1), by striking "subsections (b) to
(h)" and Inserting "subsections (b) to (1)".
(c)

EFFECTIVE

DATE.-Notifications

under

section 409(h) of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (b),
may be submitted beginning 18 months after
the date of enactment of this Act.
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rules were slowing down the vital work
of the FDA and that patients were the
ones who were suffering.
Vital new medicines and medical devices were not getting to the patients
who needed them as quickly as they
should. As I said back then, it breaks
my heart to see American patients
having to go overseas to get medicines
and medical devices they need to stay
alive.
Congress had to act. But it had to act
wisely, with prudence and with balance, because the work of the FDA is
just too important to do otherwise.

That is why our committee launched

what I believe was an unprecedented
outreach effort. Literally thousands of
hours were devoted to reaching out to
SEC. 310. MARGARINE.
all corners of the country on this issue.
Our FDA reform team spoke to pa(a) SECTION 301(m).-Paragraph (m) of secby
strik(21
U.S.C.
331)
is
amended
tion 301
tients, to medical specialists, to reing "section 407(b) or 407(c)" and inserting searchers, and to consumer groups. We
"section 407".
held 17 hearings over the last 3 years.
(b) SECTION 407.-Section 407 (21 U.S.C. 347) We compiled more than 2,000 pages of
is amended to read as follows:
testimony. Our goal then and our goal
"OLEOMARGARINE AND MARGARINE
now was balanced, well-reasoned legis"SEC. 407. No person shall sell, or offer for lation, legislation that the President
sale, oleomargarine or colored margarine un- would be eager to sign, legislation that
less the principal display panel of such oleomargarine or margarine bears as one of its honored the medical oath, "First do no
harm."
principal features the word 'oleomargarine'
We have fulfilled our objectives. Last
or 'margarine' which is inyear we produced a package of legisla"(1) bold type on such panel;
"(2) a size reasonably related to the most tive proposals that have been hailed
prominent printed matter; and
from all quarters as balanced and rea"(3) lines generally parallel to the base on sonable in their approach. Two of the
which the package rests as it is designed to three bills were unanimously reported
be displayed.".
by the committee. The third was ap(c) ACT OF MARCH 16, 1950.-Sections 3(a)
and 6 of the Act of March 16, 1950 (21 U.S.C. proved by a voice vote.
These are the bills that have been
347a, 347b) are repealed.
consolidated into the measure before
SEC. 311. EFFECTIVE DATE.
The amendments made by this title shall us today: H.R. 1411, the Prescription
take effect on the date of the enactment of Drug User Fee Reauthorization and
Drug Regulatory Modernization Act of
this Act.
The SPEAKER pro tempore. Pursu- 1997, which is contained as title I of
ant to the rule, the gentleman from this bill; H.R. 1710, the Medical Device
Virginia

[Mr.

BLILEY]

and

the

gen-

tleman from Michigan [Mr. DINGELL]
each will control 20 minutes.
The Chair recognizes the gentleman
from Virginia [Mr. BLILEY].
GENERAL LEAVE

Mr. BLILEY. Mr. Speaker, I ask
unanimous consent that all Members
may have 5 legislative days within
which to revise and extend their remarks on this legislation and to insert

extraneous material on the bill.
The SPEAKER pro tempore. Is there
objection to the request of the gentleman from Virginia?
There was no objection.
Mr. BLILEY. Mr. Speaker, I yield
myself 4 minutes.
Mr. Speaker, if my colleagues had
told me 3 years ago that FDA modernization would come before
the
House on the suspension calendar, well,
I would have asked them to see their
doctor. Yet, here we are.
Today brings to an end almost 3
years of work by the Committee on
Commerce. When the committee first
discussed the need to modernize the
FDA in 1995, we knew that outdated

Regulatory Modernization Act of 1997,

which is title II; and H.R. 2469, the
Food and Nutrition Information Reform of 1997, which is title III.
D 1045
All three of these measures prove,
once again, that men and women of
goodwill working together can bridge

differences. When we put the interests
of the American people first, there is
nothing that can keep us apart. We
have done our homework, we have
reached our objectives. We have built a
stronger, better, more efficient FDA.
We have enhanced the safety of the
medicines we take, the food we feed our
children, and we are going to help a lot
of people.
Medicines will be approved faster and
medical devices will get to people soon-

er, and those with serious and lifethreatening diseases will get access to
the best experimental new drugs that
modern medicine can provide. That is
important, Mr. Speaker, because when
we are sick, when we are suffering,
every minute counts.
Some of my colleagues deserve special praise and thanks. Their work on
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well. Today, virtually all drugs and biological products are reviewed in a
year or less. Priority drugs for serious
illnesses, drugs that represent true
clinical breakthroughs, can be reviewed in 6 months or less.
The entire pharmaceutical industry
joins with FDA in supporting this program, and when that happens, we know
that we have a winner. This program is
indeed a winner, because we have witnessed the continued quality of drugs
coming from FDA review, both in
terms of safety and consumer protections, and they are a monument to the
speedy and careful work now possible
to be done by an adequately staffed
FDA in this area.
The bill contains reforms in medical
device regulation. I am especially
pleased that a number of these concerns represent actions suggested by
the Committee on Commerce's Subcommittee on Oversight and Investigation's 1993 report, "Less Than the Sum
of Its Parts."

21415

CONGRESSIONAL RECORD-HOUSE

this issue has been tireless, and the
credit for this legislation belongs to
them, the inembers of our FDA reform
team: the gentleman from Florida [Mr.
BILIRAKIS],
chairman of our Subcommittee on Health and Environment, along with the gentleman from
Pennsylvania [Mr. GREENWOOD], the
gentleman from North Carolina [Mr.
BURR], the gentleman from Texas [Mr.
BARTON], the gentleman from Wisconsin [Mr. KLUG], and the gentleman
from Kentucky [Mr. WHITFIELD].
I want to reach across the aisle, too,
to thank our friends the gentlewoman
from California [Ms. ESHOO], the gentleman from New York [Mr. TowNs]
and the gentleman from Texas [Mr.
HALL], and I would like to thank our
ranking members, the gentleman from
Michigan [Mr. DINGELL] and the gentleman from Ohio [Mr. BROWN], for
their invaluable contributions to this
effort. My colleagues should all be
proud of a job very well done. The
American people thank them, and I do
too.
Mr. Speaker, I reserve the balance of
my time.
Mr. DINGELL. Mr. Speaker, I yield
myself 3 minutes.
Mr. Speaker, this is an excellent
piece of legislation. I strongly urge my
colleagues on both sides of the aisle to
support it. I believe it should be adopted and should be signed. It represents
some remarkable work in terms of bipartisanship by my good friend, the
gentleman from Virginia [Mr. BLILEY],
by the ranking member of the subcommittee, by the distinguished chairman of the subcommittee, and by a lot
of other Members who have worked
very hard on this.
The legislation would extend the Prescription Drug User Fee Act, which has
resulted in some enormous advances in
terms of the functioning of FDA user
fees, which have been wise and right.
That is a program which has worked

One of the important things accomplished during the negotiations on the
medical device portions of the legislation was development of provisions
that allow improvements in efficiency
and reduce regulatory requirements
while maintaining strong public health
protection. The bill's sponsors responsibly and carefully negotiated a number of difficult compromises to assure
patient safety would not be jeopardized
in a careless attempt to speed up market clearance and approval of products.
I believe that these provisions strike a
difficult but important balance.
Finally, Mr. Speaker, the bill includes provisions for modifications in
food labeling requirements that will
help consumers to get access to good
information more easily and more
quickly.
In total and on balance, we have a
good piece of legislation before us
today. Members of the committee have
worked closely together, and I want to
thank the gentleman from Virginia
[Mr. BLILEY], the chairman of the committee, and the gentleman from Florida [Mr. BILIRAKIS], the chairman of
the subcommittee, for their courtesies
to me and other Democratic members
of the committee.
The staffs of the committee have
worked
closely
together:
Howard
Cohen, Rodger Currie, Eric Berger, and
Kay Holcombe, who will be, I regret to
inform the House, leaving the committee staff at the conclusion of this
particular
Congress. They deserve
thanks for bringing us to this point;
also, the gentlewoman from California
[Ms. ESHOO] and others who have
worked so hard to make this possible
deserve the appreciation of the committee and of the Congress.
I strongly urge my colleagues on
both sides of the aisle to support this
legislation. It is good legislation, it
serves the public interests, it moves
forward the regulatory process, and it
serves the interests of the consuming
public.
Mr. Speaker, I reserve the balance of
my time.
Mr. BLILEY. Mr. Speaker, I yield 4
minutes to the gentleman from Florida
[Mr. BILIRAKIS], the chairman of the
subcommittee.

Mr.

BILIRAKIS.

Mr.

Speaker,

I

thank the gentleman for yielding me
this time.
Mr. Speaker, today the House is considering landmark legislation which
will streamline the drug approval process, provide safer foods to our citizens,
and address critical problems in the approval of medical devices.
On September 17, the Subcommittee
on Health and Environment approved
all three FDA bills by voice vote. On
September 25, the full Committee on
Commerce approved the drug and food
bills by a vote of 43 to zero, and the device bill by voice vote the following
day.

In the ensuing days, a small number
of outstanding issues were diligently

and.successfully resolved following bipartisan discussion between Chairman
BLILEY and myself, other interested
members of the majority, the distinguished ranking member, the gentleman from Michigan, Mr. DINGELL,
the gentleman from California, Mr.
WAXMAN, and other concerned members
of the minority.
As Members may be aware, at the
end of last week Chairman BLILEY and
the gentleman from Michigan, Mr. DINGELL, coauthored a memo to all members of the Committee on Commerce
informing them that these issues had
been successfully resolved and that the
legislation would be placed on the Suspension Calendar. Since that time, the
three reported FDA reform bills, H.R.
1411, H.R. 1710 and H.R. 2469, were consolidated into the substitute version of
H.R. 1411. This morning in a bipartisan
"Dear Colleague" letter, Chairman
BLILEY and the gentleman from Michigan, Mr. DINGELL, urged all Members
to support the consolidated bill that is
now before the House.
In short, the drafting, negotiations
and markup of this legislation have
been a shining example of what can be
accomplished in the spirit of bipartisanship and cooperation among Members.
The foundation of these bills was developed during the last Congress. For
those of my colleagues who may not remember, both Republican and Democrat members of the Committee on
Commerce
sat shoulder-to-shoulder
with the FDA on the legislative package to modernize the agency, and while
our committee never actually marked
up this legislation, these discussions
laid the groundwork for the bill we are
considering today.
This has been an open process, one
which has been open to anyone who is
interested in FDA reform. Since the beginning of the 104th Congress, the Committee on Commerce conducted 17 separate formal hearings on FDA reform
and FDA-related issues, which represented 72 hours and 44 minutes and
2,094 pages of testimony.
In addition, members of the committee and their staffs have met with
patient and consumer groups, medical
consumer groups, manufacturers, the
FDA and others who are interested in
FDA reform. We have had an open door
policy throughout the process, and the
fact that this bill was placed on the
Suspension Calendar with the full support of the gentleman from Michigan
[Mr. DINGELL] is a reflection of our suc-

cess.
There are many, Mr. Speaker, who
deserve credit for bringing this legislation before the House. First I want to
thank the gentleman from Pennsylvania [Mr. GREENWOOD], who took the
time to educate himself and other
Members on complex FDA issues. He
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played a key role in developing this
bill. I want to thank the gentleman
from North Carolina [Mr. BURR] for his
willingness to sponsor the drug reform
legislation. His bill will accomplish an
important goal: Improving the drug approval process.
The gentleman from Wisconsin [Mr.
KLUG], along with the gentleman from

device manufacturers will agree that point out that not with us this mornthe center is more user-friendly and ef- ing is the gentleman from Pennsylficient than ever before. I hope as we vania [Mr. GREENWOOD], whose father
proceed to conference with this legisla- underwent bypass surgery yesterday,
tion we will look carefully at provi- and I know all of us will want to have
sions relating to medical devices to en- him in our prayers.
sure that we are not increasing reWith that, I yield 3 minutes to the
quirements for FDA in a way that will gentleman from North Carolina [Mr.
set back the progress that has been BURR].
Mr. BURR of North Carolina. Mr.
made.
One of the most important provisions Speaker, I thank the gentleman from
included in this legislation is the reau- Virginia [Mr. BLILEY], and I thank the
thorization of the Prescription Drug gentleman from Florida [Mr. BILIUser Fee program. PDUFA has pro- RAKIS], the gentleman from Michigan
vided the agency with the resources it
[Mr. DINGELL], the ranking member,
clearly needed to allow it to continue and the gentleman from Ohio [Mr.
to be the world leader in the review BROWN]. Without their leadership we
and the approval of new drugs. If there would not be here today talking about
were one single reason for the House to reform of this crucial agency.
pass this bill, drug user fees is that reaI was fortunate in the 104th Congress
son.
to be with a group of individuals comI am pleased the legislation includes mitted and focused on FDA reform:
some process improvements related to
The gentleman from Pennsylvania [Mr.
FDA's regulation of generic drugs. GREENWOOD], the gentleman from WisWhile these products are not the break- consin [Mr. KLUG], and the gentleman
through miracle drugs we read about in from Texas [Mr. BARTON], and I truly
headlines, generic drugs are small mir- believe that that was the real impetus
acles to millions of elderly patients, es- behind our success that we are here to
pecially those living on fixed incomes, put into law today. Without their
who depend on these alternatives focus, and the addition of the gentlewhich many times are vastly less ex- woman from California [Ms. ESHoo]
pensive than brand name products. Ge- and the gentleman from Kentucky [Mr.
neric products generally save billions WHITFIELD], we might not have comof dollars in health care costs.
pleted this task, and I am grateful for
I was disappointed that the bill did their commitment.
not go further in addressing what I be[ 1100
lieve are several difficult problems reI also realize that this has been a
lated to the review of generic drugs:
Frivolous citizen petitions filed by law- taxing process, one that we could not
yers representing the large drug com- have completed without Howard Cohen,
panies which divert resources and slow Eric Berger, Rodger Currie, and Kay
the approval of generic alternatives. I Holcombe, staff members who devoted
hope we can continue to work on these countless hours to the changes that
matters, perhaps in the context of fu- Members sought in this very crucial
piece of legislation.
ture legislation.
This is extraordinary to have H.R.
I remain concerned about provisions
1411 on the floor, because today is
in the bill that allow manufacturers to
distribute information about off-label about one thing and one thing only. It
uses of their products. I am not con- is about patients. It is about patients'
vinced by the arguments that this kind access to safe, technologically supeof system is necessary for physicians to rior, and affordable medical treatment.
Mr. Speaker, throughout the past 2
have the information they need to
treat patients, especially given the years I have compiled countless stories
companies' financial interest in pro- of patients and their experience with
moting their products. I will closely the Food and Drug Administration. I
monitor this program to determine remember Lissy Mahler from Lansing,
whether it, in fact, is in the best inter- NC, who, after trying everything availests of patients, or simply serves to en- able at the time, sought an investigational treatment therapy for her canrich drug and device companies.
Mr. Speaker, FDA is a remarkably ef- cer. The investigational therapy imfective agency. I have never been per- proved the quality of her life and may
suaded that massive changes in laws have prolonged her life.
were needed to correct any dreadful
And there was Frances Swaim, who
problem lurking under the surface, but wrote me as an elderly mother of a
working with the gentleman from Vir- child with multiple sclerosis and said,
ginia [Mr. BLILEY], the gentleman from "Congressman, the only thing I ask is
Florida [Mr. BILIRAKIS], the gentleman that you change the Food and Drug Ad-.
from Michigan [Mr. DINGELL], and the ministration so that drugs I know are
gentlewoman
from California
[Ms. available other places might be apESHOO], I am pleased that this legisla- proved so my daughter, and others, can
tion focuses more on modernizing than in fact benefit with their quality of
completely overhauling this very good life."
public agency.
Countless patients across this counMr. BLILEY. Mr. Speaker, I yield try have visited my office. I remember
myself such time as I may consume to
the day that Steve Seigel came in to

Kentucky

[Mr. WHITFIELD],

the

gen-

tleman from Texas [Mr. HALL], and the
gentleman from New York [Mr. TOWNS]
have been leaders in reforming food
laws.
The gentleman from Texas [Mr. BARTON] and the gentlewoman from California [Ms. ESHOO] have dedicated time
and energy to writing a bipartisan
medical device bill. Both have been
successful in crafting a bill which is
considered reasonable and responsible
by both Members of Congress and industry.
Finally, I want to thank our full
committee chairman, the gentleman
from Virginia [Mr. BLILEY], the subcommittee ranking member, the gentleman from Ohio [Mr. BROWN], and the
full committee ranking member, the
gentleman from Michigan [Mr. DINGELL]. We are considering FDA reform
today due to their willingness to work
out the details of this legislation with
the administration and the FDA.
And of course I also appreciate the
support this process has received from
both HHS Secretary Donna Shalala and
the acting FDA Commissioner, Dr. Michael Friedman. Their leadership and
cooperation helped us achieve our ultimate goal of considering practical and
thoughtful FDA reform legislation.
Mr. DINGELL. Mr. Speaker, I yield 3
minutes to the gentleman from Ohio
[Mr. BROWN].
Mr. BROWN of Ohio. Mr. Speaker, I
thank the gentleman for yielding me
this time.
Our first goal must be to ensure that
patients have access to safe and effective new products as quickly as humanly and
scientifically possible.
While this bill continues to include
some provisions that give me pause, I
also believe it includes provisions that
are workable, positive and contribute
to the goal of ensuring an FDA operation that works in the best interests
of its most important customers: Patients.
Nevertheless, as we proceed with this
discussion I think it is important to
put a few facts in perspective. Many
have argued that FDA reform is essential because new and improved drugs
and medical devices are not reaching
American patients quickly enough. The
facts simply do not bear this out.
For example, through FDA's own
management initiatives and without
any change in legislation, FDA's Center for Devices has overhauled its operations and dramatically improved its
review times for new products. Further, I think the majority of medical
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talk about Mary Jo's cancer and about
the struggle that she went through and

the belief that the FDA, to her, had no
human face. What have we done over
the past 21/2 years? We have placed a
human face on the FDA and a human
face on patients, and for Mary Jo, her
dream has become reality.
Mr. Speaker, I also realize that many
of the people who visited my office this
year will not be back next year because
we have not done it quick enough. But
it is important that we understand
that now is the time for Congress and
the Food and Drug Administration to
work together to make the changes, to
make sure that as the American people
cross that "Bridge to the 21st Century," that we do not look back at the
FDA, that in fact they go across with
us.
FDA modernization is not radical, it
is responsible. It is not senseless, it is
safe. I urge my colleagues today to remember that in fact passage of this
legislation is about patients and their
quality of life.
Mr. DINGELL. Mr. Speaker, I yield 4
minutes to the distinguished gentlewoman from California [Ms. ESHoo].
Ms. ESHOO. Mr. Speaker, title II of
the legislation we are going to vote on
today was known as H.R. 1710, the Medical Device Regulatory Modernization
Act, sponsored by the gentleman from
Texas [Mr. BARTON] and myself.
My colleague from Texas and I have
worked very, very hard to craft a bill
that can and should be broadly supported by the full House today. I salute
the gentleman from Texas for his work
on the bill and his commitment to
making it a bipartisan effort.
Mr. Speaker, I also want to salute
the gentleman from Virginia [Mr. BLILEY], the distinguished chairman of the
Committee on Commerce; the gentleman from Florida [Mr. BILIRAKIS],
the distinguished chairman of the Sub-

their research early in the review process. In short, Mr. Speaker, this legislation will help move the FDA into the

next century.

Mr. Speaker, the bill improves current law by focusing FDA's review
process for 510(k) applications, which is
the process by which lower risk devices
get cleared by the FDA for marketing.
To address concerns raised by the
Agency that the bill was too restrictive
on their ability to look at the intended
use of the device not listed on the proposed label, the bill allows for very
narrow circumstances under which the
Agency could seek information beyond
the label. Decisions to look beyond the
label will be made by senior Agency officials, not individual reviewers, and
are clearly intended to be the exception rather than the rule. FDA supported this.
Mr. Speaker, the bill amends the
FDA's current process for postmarket
surveillance and replaces it with authority requiring surveillance of highrisk devices for 3 years, allowing for
surveillance periods of even longer periods of time if agreed to by the FDA
and the manufacturer. This provision,
too, was fully supported by the FDA.
I also want to point out a section of
the bill dealing with outside reviewers,
so my colleagues are clear on what the
bill proposes. We have exempted all
class III devices from outside review.
We have exempted any class II device
that is implantable, life-supporting, or
life-sustaining from outside review. If
there is a device for which FDA believes no qualified third party review'
exists, then the Agency will not have
to accredit such an entity.
In closing, Mr. Speaker, I want to
thank some very key people from our
respective staffs that have worked so
hard to make sure that this legislation
would move forward. In particular, I
want to salute Kay Holcombe, Howard
committee on Health and Environ- Cohen, Rodger Currie, and Eric Berger
ment; the gentleman from Michigan of the committee staff, Beth Hall of the
[Mr. DINGELL], our very distinguished staff of the gentleman from Texas [Mr.
ranking member; and the gentleman BARTON], and Bill Bates of my own. He
from Ohio [Mr. BROWN]. Together I has aged considerably from being a
think that we have produced some- very young man at the beginning of
thing that we can all be proud of.
this process to this moment.
Mr. Speaker, all of these individuals
Mr. Speaker, H.R.' 1710 passed the
Subcommittee on Health and Environ- brought forward their commitment to
ment and the full Committee on Com- us to bring forward a bill that we could
merce by a voice vote, and the bill en- be proud of, that would deserve and
joyed almost 150 bipartisan cosponsors. enjoy bipartisan support, and, most of
This bill provides the FDA with new all, benefit the American people by the
authority to recognize performance benefit of what the industry can bring
standards and initially classify devices forward in this country.
Mr. BLILEY. Mr. Speaker, I yield 2
according to risk. Patients will get
greater access. And I want to under- minutes to the gentleman from Kenscore that, it is so important to the tucky [Mr. WHITFIELD].
Mr. WHITFIELD. Mr. Speaker, I
American people. They have greater
access to investigational devices and thank the gentleman from Virginia
access to devices that will benefit [Mr. BLILEY] very much for the leadersmall numbers of people, much like the ship that he has provided in this effort
today, and I certainly want to comsuccessful Orphan Drug Program.
The bill provides companies with the mend both sides of the aisle as they
opportunity to meet with the FDA to worked very hard together. I also want
resolve their differences and focus to emphasize the importance of the
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staff and all Of the long hours that they
put in on this legislation.
H.R. 2469 passed the Committee on
Commerce by a vote of 43 to 0. It is a
bill that is going to help us streamline
the processing of petitions at FDA.
This is a modest first step in our efforts to streamline the Nutrition Labeling and Education Act of 1990. But
the changes will provide FDA with additional flexibility as it processes peti-

tions filed at the Agency, provide alternative petition methods for health and
nutrient claims, if claims meet the significant scientific standard, and I want
to emphasize that that standard is
maintained.
This legislation will place a statutory deadline for FDA to complete action on petitions and will address the
first amendment problem raised in the
Federal court case of The Nutritional
Health Alliance versus Shalala. FDA
will be required to complete its actions
on petitions within 540 days. This is a
more liberal standard for FDA than the
nonbinding 270-day limitation it placed
on itself in response to the Nutritional
Health Alliance case I just mentioned.
Of course, many Members wanted to
do more, particularly in the area of national uniformity for labeling standards. But as I stated earlier, this is an
important first step, and I want to
commend all of those who were involved in this legislation.
Mr. DINGELL. Mr. Speaker, I yield 2
minutes to the distinguished gentleman from California [Mr. WAXMAN].
Mr. WAXMAN. Mr. Speaker, the bill
we have before us today is the product
of a long and intense period of negotiation between people with very different
views of the FDA, how it works today,
and how it should do its job in the future.
It is a compromise and one that probably makes no one completely happy,
but it is a good faith effort to find a
common ground so that we could move
legislation forward in a timely way to
reauthorize what has been one of the
most successful programs we have to
help the FDA do its job and do it better
and faster. That is known as the Prescription Drug User Fee Program, also
PDUFA.
It is a program with broad support by
industry and the Agency and one that
has been widely acknowledged as working and working extremely well. It has
led to faster approval of drugs with no
diminution of the thoroughness or
scope of the review. Throughout the
process, it has been the primary goal of
every party of this debate to find legislation that could be broadly supported
and achieve this reauthorization.
If I were writing the legislation, it
would be a very different product than
we have before us today. I would not
authorize off-label use of drugs or third
party review of devices, for example. I
would not weaken the FDA authority
to fully review devices for all likely

21418
uses, and I firmly believe that over the
long run, we will regret that we have
changed FDA law in this way.
But, Mr. Speaker, I recognize the
broad interest in this body and in the
Senate in trying out these changes,
and I recognize that the FDA negotiated many protections in the way the
off-label provisions would work and
that the demonstration of third party
review of devices is now considerably
more limited than when this debate
started.
Most particularly, I recognize that
we have provided for a sunset of each of
these experimental provisions so that
all of us will have an opportunity to
understand how they have worked and
reconsider them, if necessary. To me,
that is a critical aspect of these bills.
Mr. Speaker, I am particularly
pleased to see provisions in the bill
which expand the clinical trial data
base which I think can be helpful to

many people around the country dealing with many serious and life-threatening diseases.
I join in supporting this legislation,
and will have a further statement in
the RECORD.
Mr. BLILEY. Mr. Speaker, I yield 3
minutes to the gentleman from Texas
[Mr. BARTON].
Mr. BARTON of Texas. Mr. Speaker,
at the start of the last Congress, consumers were unhappy with the FDA,
the medical community was unhappy
with the FDA, patient groups were unhappy with the FDA. I would think if
we took a poll within the FDA, many
of the FDA employees were unhappy
with the FDA. It was so bad that at my
first hearing on the FDA, I said that
FDA stood for "Foot Dragging and Alibis."
Mr. Speaker, because of the hearings
we had in this Congress and in the last
Congress, we have before us today a bipartisan piece of legislation that is a
giant step in the right direction toward
bringing the FDA into the 20th and 21st
century.
I want to thank Speaker GINGRICH for
making this a priority. I want to thank
the gentleman from Virginia [Mr. BLILEY], chairman of the full committee;
the gentleman from Michigan [Mr. DINGELL], the ranking member; the gentleman from Pennsylvania [Mr. KLINK],
my colleague and ranking member; the
gentleman from Florida [Mr. BILIRAKIS]; Donna Shalala; and President
Clinton for making this day a possibility.
On the medical device section of the
bill, that is the section of the bill that
the gentlewoman from California [Ms.
EsHOO] and I have worked so long and
hard on, we have a number of improvements. We have a system of third party
review for class I and most class II
medical devices. We have a system for
expedited approval and reporting requirements for devices that have already been approved overseas. We have
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a strong provision to protect the practice of medicine for the medical community. We have a requirement that
they will establish a workable appeals
process for arbitrating scientific disputes in the statute, and we reclassify
all existing devices so that they are
not automatically classified as class III
when they come into the Agency.
Mr. Speaker, we allow the manufacturers to announce in the promotional
materials that their products have actually been FDA approved.
There is one section of the bill that
deals with the scope of review that I
want to go into further detail on. This
is the process that would allow a product to come to market as long as it is
substantially equivalent to a product
already on the market.
In the original bill, there was a provision that would require the FDA to
make a determination solely on the intend use of the label. Some members of
the committee and the FDA felt that
this would prohibit them from adequately reviewing the product. So in
this package, we have a compromise
that is a very carefully constructed
provision that would allow the FDA to
go beyond the label under certain conditions. They have to be exceptional,
they have to be carefully controlled
circumstances, and the FDA has admitted that this authority will be rarely
used, and only in the most exceptional
cases.
We have a good bipartisan agreement
between us. The FDA no longer stands
for "Foot Dragging and Alibis," it
'stands for "Fair Deals for All."
Mr. Speaker, I hope that we will
unanimously support this, and I want
to thank my staff member Beth Hall
and Bill Bates from the staff of the
gentlewoman from California [Ms.
ESHOO]. They have done exceptional
work, along with the committee staffs
on both sides of the aisle.
Mr. DINGELL. Mr. Speaker, I yield 3
minutes to the gentleman from New
Jersey [Mr. PALLONE].
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pace with the new technological innovations and medical breakthroughs.
I just wanted to mention, concerning
the drug provisions, I am pleased with
the inclusion of a bipartisan amendment which would provide for the notification of discontinuance when a company terminates a product the absence
of which would cause severe harm to a
patient. To allay industry concerns. We
have included a "good cause" waiver
that allows the FDA to waive the time
requirement
under
certain
circumstances.
In addition, there are two amendments concerning mercury that were
incorporated into the bill. One of the
provisions requires the FDA to study
the impact of a form of organic mercury in nasal sprays on the brain. It
has already been banned for use on agricultural crops since 1969 and has been
considered a neurotoxin. And the second provision would examine the sale
of mercury as a drug or for other home
use.
Mr. Speaker, with regard to medical
devices, I want to congratulate the
gentlewoman from California [Ms.
ESHOO] and the gentleman from Texas
[Mr. BARTON] for their ability to find
common ground with the FDA and industry on these issues. I believe that
the third party review process has been

worked out well. It will free up the
FDA's limited resources to review and
approve high-risk devices.
Finally, Mr. Speaker, I am pleased
that language was included to ensure
that this legislation does not hinder
the FDA's authority to reduce teen
smoking. We already know that 3,000
kids start smoking each day, and that
in my State of New Jersey alone over
130,000 children currently under 18 will
die prematurely from tobacco-related
diseases.
Mr. Speaker, it is my expectation
that this bill will pass with over-

whelming support today, but along

with its passing today we must work
quickly in conference to report out a
good bill that the President can sign
O 1115
into law. The longer we delay, the
Mr. PALLONE. Mr. Speaker, the leg- more risk we take in slowing the drug
islation before us has been the product approval process.
of hard work, tough negotiations and
I have to say certainly that the sustrue bipartisanship, and the result is a pension process today, which I never
well crafted bill that will reauthorize thought would happen, is a very good
the Prescription Drug User Fee Act indication that every one involved is
and enact common sense Food and seeking to move quickly and that any
Drug Administration reform.
differences with the Senate can be
I want to take the opportunity to quickly overcome. I certainly urge all
congratulate the chairmen and the of my colleagues, not only Members of
ranking members of both the full com- the committee but all of our colmittee and the subcommittee, as well leagues, to register a strong statement
as the professional staff of the Com- of support by voting overwhelmingly.
mittee on Commerce on both sides of for this legislation today.
the aisle, particularly Kay Holcombe,
Mr. BLILEY. Mr. Speaker, I yield 1
whom I work with the most, for a job minute to the gentleman from Michiwell done.
gan [Mr. UPTON].
Mr. Speaker, this legislation will
Mr. UPTON. Mr. Speaker, I rise in
take the FDA into the 21st century by strong support of H.R. 1411, the Food
giving the FDA the tools to continue and Drug Administration Regulatory
to do its job effectively while keeping Modernization Act.
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Much has been said about the able
leadership of our chairman, the gentleman from' Virginia [Mr. BLILEY], the
gentleman from Texas [Mr. BARTON],
the gentleman from Florida [Mr. BILIRAKIS], and our friends on the other
side of the aisle, the gentleman from
Michigan [Mr. DINGELL], the gentlewoman from California [Ms. ESHOO],
and the gentleman from Ohio [Mr.
BROWN].

I would also like to comment on our
terrific staff on both sides of the aisle.
Howard Cohen, Eric Berger and Jane
Williams on my staff spent countless
hours walking Members through the
myriad of different amendments and
travails. It was terrific to see us come
together in a great moment of bipartisan harmony and pass this legislation
out of our full committee 43 to nothing.
This legislation embodies several
basic goals that I believe all of us, patients and consumers, health professionals and drug device and food industries, and the Congress, all share. We
want to ensure that patients and consumers continue to enjoy the benefits
of innovations in treatments and technologies that bring us lifesaving and
enhancing drugs and medical devices,
with a safe, abundant healthful, affordable food supply.
Mr. DINGELL. Mr. Speaker, I yield 1
minute to the gentleman from Texas
[Mr. GREEN].
Mr. GREEN. Mr. Speaker, this morning we are considering a bill that I
never believed would be debated under
suspension rules. In fact, I thought my
chances of winning the lottery in Texas
were much better than the FDA reform
bill being on the suspension calendar.
This bill has had a long and contentious history on the Committee on
Commerce. It was not always clear
that a compromise bill could be
reached. This bill is a step forward for
reform. I believe both sides of the aisle
should support it, and we hvi "e heard
this morning they do.
One of the areas that caused the
most concern for me was the approval
process for medical devices, particularly third party review. I am pleased
that the gentlewomarl from California
[Ms. ESHoo] and the gentleman from
Texas [Mr. BARTON] have come together and worked out a compromise
that would utilize the expertise of outside reviewers, prevent conflicts of interest, and involve the FDA in the certification of reviewers. Even with the
use of outside reviewers, the bill still
gives the FDA discretion to accept or
deny the recommendations of outside
reviewers.
This reform, combined with other
portions of the bill, will help medical
device companies know what is required of them during the FDA review,
and gives them a sense of certainty
that their application will be handled
within a certain period of time. At the

same time, it recognizes the FDA's role
at the center of the medical device and
drug review process and reassures the
American people they will be accountable for the safety and efficacy of drugs
and devices.
Mr. BLILEY. Mr. Speaker, I yield
such time as he may consume to the
gentleman from Florida [Mr. FOLEY].
Mr. FOLEY. Mr. Speaker, I rise in
support of the bill, and will include
concerns which were not addressed in
the bill which would allow the FDA
and EPA to ban products used by
asthmatics that are medically necessary.
Mr. BLILEY. Mr. Speaker, I yield 1
minute to a member of the committee,
the
gentleman
from
Iowa
[Mr.
GANSKE].
Mr. GANSKE. Mr. Speaker, I rise in
strong support of H.R. 1411.
E. coli bacteria results in between
10,000 and 20,000 illnesses a year. While
proper cooking can kill E. coli, it deprives us of something that many of us
really like, a nice juicy rare hamburger. Pasteurizing red meat with
low-dose irradiation
kills bacteria
without harming the food. The process
has already been approved by FDA for
spices, poultry, pork. Why not hamburger?
For more than 3 years the Food and
Drug Administration has been sitting
on a petition to allow the use of lowdose irradiation for red meat. It is time
that they passed. H.R. 1411 includes an
amendment I offered to make the FDA
complete its review within 60 days. Mr.
Speaker, we need to have safer meat.
Low-dose irradiation would provide
that. A vote for this bill will make all
of us a hamburger helper.
Mr. DINGELL. Mr. Speaker, I yield
myself 1 minute for the purposes of a
colloquy, and I yield to the distinguished gentleman from Rhode Island
[Mr. KENNEDY].
Mr. KENNEDY of Rhode Island. Mr.
Speaker, I would like to thank my colleague from Michigan for yielding to
me.
Thirty million Americans rely on
CFC propelled metered-dose inhalers.
These are the inhalers for asthmatics.
Over 30 million Americans rely on
them. Yet in March 1997, the FDA proposed a policy that would ban these
metered-dose inhalers for asthmatics
all across the country, while the FDA
did not take into account what alternatives would be available to millions
of children in this country.
I want to thank the ranking member
of the committee and the chairman for
recognizing the need to modify this

FDA policy, and look forward to working with them to see that appropriate
amendments are made to the FDA law
so that metered-dose inhalers are not
banned for children in this country.
Mr. DINGELL. Mr. Speaker, the com-

mittee considered this matter. We regard it as important and we will pursue
it further.

21419

Mr. BLILEY. Mr. Speaker, I reserve
the balance of my time to close.
Mr. DINGELL. Mr. Speaker, I yield 2
minutes to the gentleman from Florida
[Mr. DEUTSCH].
Mr. DEUTSCH. Mr. Speaker, this is
what this process is supposed to be
about, making legislation to make the
people's lives in the United States a
little bit better. I believe very strongly
that that is what this legislation will
do.
I think just for a second though we
should remind ourselves that this was
not an easy process and it was a long
process. I think the work in particular
of the gentleman from Michigan [Mr.
DINGELL] and other leadership on the
Democratic side and the Democratic
Members really have brought us toward this point in time. Just 12 months
ago, 24 months ago, the FDA legislation that was in front of us was a much
more radical, in fact, a radical and
really threatening piece of legislation
to the American people.
In terms of the prescription drug
area, we have made some dramatic
strides. I believe there is still one area
in the conference committee, I know
that the Members, the gentleman from
North Carolina [Mr. BURR] in particular, as well as the gentleman from
Florida [Mr. BILIRAKIS], will be working on.+That is the issue of exclusivity
for new antibiotic drugs. The bill limits exclusivity to new antibiotics and
that exclusivity would not apply to
any drug for which an NDA is already
pending. I am also pleased that we have
a commitment to continue working on
eliminating exclusivity to antibiotics
in which there is not a punding I&D,
which is the final stage of clinical investigation.
This Congress has made very significant strides in promoting the use of generic drugs in the United States of
America as a cost containment and a
health issue for all Americans. In an
attempt to both balance the need for
innovation in terms of resistant strain
antibiotics, while at the same time balancing the need for generics and the
purpose for generics that this Congress
has stated very strongly on many occasions over the last years, I think it is
important that any additional exclusivity that we grant in terms of antibiotics, which would be the first time
that there would be exclusivity for antibiotic drugs, that it be limited in
scope very narrowly to the challenge
that we face in terms of resistant
strains. I know we have made some
moves in that direction, and hopefully

as we enter the conference report we
can continue that as much as possible
within the specifics.
Mr. DINGELL. Mr. Speaker, I yield
myself 1 minute for purposes of closure.
I simply want to read the language of
the administration on this. It says:
The administration applauds the House for

its efforts to produce a bipartisan FDA reform bill and appreciates the responsiveness
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to concerns that have been raised. Because of
the importance of obtaining a 5-year extension of the Prescription Drug User Fee Act,
[PDUFA], the administration has no objection to the House passage of H.R. 1411.
I urge my colleagues to recognize
that this is a compromise. This is a
good compromise. It represents a bill
which makes progress, which serves
the public interest, which helps the
manufacturers but which also protects
the consumer with exquisite care. It is
an excellent bill. I urge my colleagues
to vote for it.
Mr. BLILEY. Mr. Speaker, I would
like to say, it has been said before in
the debate but I want to thank the
staff, particularly Howard Cohen, Eric
Berger, Rodger Currie, and Alan Hill
and Kay Holcombe.
With that, Mr. Speaker, I yield the
balance of my time to the gentleman
from Wisconsin [Mr. KLUG].
Mr. KLUG. Mr. Speaker, I thank the
gentleman. I have watched a number of
young friends in my district grow a
head taller as we have worked on this
bill for the past 3 years. And while they
have outgrown
last year's school
clothes, unfortunately they cannot
outgrow their diseases. Amber still has
juvenile diabetes. Cody still has epilepsy. And Kristin still has asthma. Today's bill will go a long way toward
easing their suffering by setting up
special testing for new drugs aimed at
children and expediting new uses for
drugs also aimed at treating children's
diseases.
This bill is going to go a long way towards easing the suffering of millions
of Americans across this country and
obviously not just children. But most
importantly, I think that this legislation will go a long way toward changing the culture at the Food and Drug
Administration. It is a move away
from scare tactics and toward sounds
science on food policy, away from redtape and toward sound science and
speedy approval on new medical devices. Perhaps most importantly, it is
a move away from bureaucracy, and finally toward compassion.
Congratulations to my colleagues
who have worked on this bill for so
long and so hard for the past 3 years,
the gentleman from Virginia [Mr. BLILEY] and the gentleman from Michigan
[Mr. DINGELL], the gentleman from
Florida [Mr. BILIRAKIS] and the gentleman from California [Mr. WAXMAN],
the gentleman from Texas [Mr. BARTON], the gentleman from North Carolina [Mr. BURR], and the gentleman
from Pennsylvania [Mr. GREENWOOD].
Our fight has gone back a long way,
back to the early days of 1994.
And thanks to the professional staff
on both sides who have worked so hard
for the last 3 years as well. But most of
all, congratulations to my three young
friends. For Cody and Amber and Kristin and millions of Americans suffering
from diseases across the country, this
bill is for them.
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Mr. SMITH of New Jersey. Mr. Speaker, I banned by the FDA policy, and the two nonam pleased that today the House has finally CFC MDI's that remain on the market are untaken long-overdue action to reauthorize the satisfactory or unusable, your very life could
Prescription Drug User Fee Act (H.R. 1411).
be placed at risk.
In 1992, Congress enacted the Prescription
As Congress continues to assess and deDrug User Fee Act (P.L. 102-571) to author- bate the best way to craft a CFC transition
ize the Food and Drug Administration [FDA] to strategy for metered dose inhalers, I would
collect user fees from pharmaceutical compa- like to highlight the case of Tommy Farese, a
nies to pay for more timely reviews of new, 9-year-old boy from Spring Lake, NJ, who
breakthrough drugs. It has been estimated wrote to the FDA in April to oppose their plan.
that over $300 million in user fees have been Tommy told the FDA that as someone who
collected under Public Law 102-571 to help fi- depends on Intal, Vanceril, and Provental
nance safety and efficacy trials at the FDA. All every day to breathe, he does not want these
of these user fees have been returned directly medications taken away from him.
Under the FDA plan, the entire therapeutic
to the FDA, which used the money to expand
its staff and cut review times for new drugs, class of drugs Tommy-and other like himthereby ensuring that patients ultimately ben- use to survive could be banned when two different non-CFC MDI moieties are marketed.
efit from the program.
H.R. 1411 also institutes a number of impor- However, if the first two non-CFC MDIs aptant reforms to the FDA to reduce drug review proved by FDA in a therapeutic class do not
times and provide more information to patients include the moieties for Intal and Vanceril,
and physicians in a timely manner. The net ef- Tommy would lose access to the drugs he
fect of this legislation will be to save and im- needs to physically breathe. Mr. Speaker, as
prove the lives of sick and injured persons the father of two daughters with asthma, I find
any plan that could lead to such an outcome
across our nation.
But despite these much needed reforms to completely unacceptable.
Not surprisingly, the FDA's plan has genthe FDA, there is much work that remains to
be done. Specifically, I am concerned, like erated a firestorm of opposition from patients,
many Americans, about the FDA's plans to ac- respiratory therapists, and physicians: nearly
celerate the elimination of metered dose inhal- 10,000 letters in opposition have been reers [MDI's] that contain chlorofluorocarbons ceived to date by the FDA. Those expressing
[CFC's].
their concerns about the FDA plan include: Dr.
As many of you know, on March 6, 1997, C. Everett Koop, Mothers of Asthmatics, the
the FDA proposed a plan to phase-out the use Joint Council of Allergy, Asthma and Immuof CFC's and MDI's, which are used by asth- nology [JCAAI], the Cystic Fibrosis Foundama and cystic fibrosis patients to breathe.
tion, the American Medical Association, and
While I agree it is important to institute a the American Association of Respiratory
transition strategy that will eventually eliminate Therapists.
CFC use, the advance notice of proposed
In my view, any plan to remove safe and efrulemaking [ANPR] published by FDA on fective medications from the marketplace
March 6 is deeply flawed and should be needs to place the interests of children like
scrapped in favor of a plan that put patientsTommy Farese first and foremost. Sadly, the
not international bureaucrats-first.
FDA plans fails in this regard. Indeed, the
And it is Congress which must ensure that FDA plan presumes that CFC-free inhalers
the interests of patients are in fact upheld serve all patient subpopulations-such as chilthroughout the formation of our country's MDI dren and the elderly-equally well, despite the
transition strategy. To that end, my colleague fact that children have special needs. Thereand friend from Florida, Mr. CLIFF STEARNS, fore, I call upon all Members to support H.R.
and I have introduced legislation, H.R. 2221, 2221 and stop the FDA from implementing this
that will temporarily suspend the FDA's ANPR terribly flawed and environmentally marginal
until a new proposal can be crafted. It is our proposal.
intention to offer our legislation as an amendMr. PAUL. Mr. Speaker, today, out of noment to H.R. 1411 had we been afforded an where, comes the stealth Prescription Drug
opportunity to do so.
User Fee Re-authorization and Drug ReguMr. Speaker, our legislation is necessary latory Modernization Act of 1997. Regrettably,
because the FDA's plan has numerous prob- but unlike certain militarily procured aircraft, a
lems, including the fact that under the plan pa- little rain will not make this bill disintegrate.
According to its proponents, this FDAtients will have significantly fewer choices in
asthma medications, which will leave some strengthening bill was more than 3 years in
patients deprived of the medicines that need the making-a so-called compromise between
to breathe.
industry and the administration, we are told.
Specifically, FDA has classified most MDI- Yet, despite the 177 pages attempting to redelivered respiratory medications into two form an administrative agency and its ruletherapeutic classes. One therapeutic class has making direction, the leadership did not see fit
five moieties, or drug types which are deliv- to announce floor consideration of this bill in
ered to the lungs by the MDI, and other has the Weekly Whip Notice, yesterday's Shipping
seven moieties. A moiety refers to the drug's Post's "Tuesday's Forecast" section or any
active ingredient, and for each moiety there other commonly accepted medium as near as
are usually multiple generic versions produced I can discern. More curiously, in my attempts
and marketed.
to draw some attention to the broadsweeping
According to the FDA proposal once two nature of the bill on the House floor and the
moieties are available in a non-CFC MDI form, process by which it had come up for considerall other drugs, including generics, in that ation, I am told by the bill's proponents that
therapeutic class will be banned. Thus, if you "there is no time available to speak regarding
are a patient that relies on a moiety that is the bill." Instead, C-SPAN viewers will be
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treated to a love-in during which each of the
bill's drafters and advocates commend one
another for the fine job of corporatism and
internationalism they are about to bestow
upon the American citizenry and in such a critical aspect of their lives; that is, their health.
When a 177-page bill comes to the floor
under suspension with practically nothing
more than an hours notice, one must always
question what freedom-depriving regulation is
about to be forced upon the citizens. Below is
a sneak preview of the latest regulatory loss of
individual liberty and State sovereignty.
So-called harmonization language contained
in the bill requires the Secretary, through bilateral and multilateral agreements, to "harmonize regulation * * * and seek appropriate
reciprocal arrangements" with foreign regulatory agencies. Vocal opponents of this harmonization language convincingly argue this
internationalizing of what is already an unconstitutional usurpation of States rights, is very
likely to greatly limit the availability of food
supplements by requiring prescriptions for dispensation as is the case in certain parts of Europe. Perhaps with such harmonization, we
will not only have a Federal war on drugs, but
a Federal war on riboflavin, folic acid, and bee
pollen. At last, an American alfalfa czar.
Food supplement availability may be the
least of concerns amongst those who still revere states' rights and acknowledge the continued existence of the tenth amendment. Section 28 of H.R. 1411, as available on the Internet, entitled "National Uniformity," "prohibits
states and subdivisions from regulating food,
drugs, or cosmetics * * *" The bill permits the
FDA to set national standards for cosmetics
but permits States to issue warning labels and
take defective products off the shelves.
To the dismay of medical privacy advocates,

the bill authorizes the FDA to mandate the
tracking of medical patients who use certain
medical devices for up to 36 months as well
as conduct post-market surveillance of these
patients.
The bill limits the speech of manufacturers
who would claim health benefits on their product labels without the approval of a scientific
agency of the Federal Government. The bill
responsibly makes provisions for such Scientific Advisory Panels in section 6. According
to the bill, these panels are to be made up of
"persons who are qualified by training and experience * * * and who, to the extent feasible,
possess skill in the use of, or experience in,
the development, manufacture, or utilization of
* * * drugs or biological products." Here we
have yet another chapter in the book of
corporatism detailing the means by which one
politically connected private concern gains a
competitive advantage or Government privilege at the expense of some less-politicallyconnected entity or the consumer via some
Federal Government, regulatory framework.
A bill effecting a major reformation of the
Food and Drug Administration with such serious implications for individual liberties and for
States' ability to effectuate their constitutionally-ordained police powers, warrants
something more than the "stealth" procedure
by which this regulatory "bomb" has been
brought to the house floor. This bill apparently

will be passed without a real opportunity for
responsible debate or even a recorded vote.

At a minimum, an opportunity to speak or inquire regarding the bill's provisions on the
house floor and/or the opportunity to amend
the bill to improve or remove offensive language, should have been provided within the
legislative process. Unfortunately, this was not
the case. For these reasons, I oppose H.R.
1411.
Mr. TOWNS. Mr. Speaker, I join my colleagues in applauding the scheduling of this
measure today. H.R. 1411, the Prescription
Drug User Fee Reauthorization and Drug Regulatory Modernization Act of 1997 is the culmination of 2 years of hard work by the Commerce Committee to modernize procedures
that the Food and Drug Administration uses to
approve drugs, devices, and food products.
Without the modernizing steps that have
been incorporated in this legislation today, the
FDA would continue to be seen as a barrier to
new innovative therapies and products. The
bill before us today represents a careful balance between a new, streamlined process and
consumer protections against harmful products. These innovations in the way the FDA
will do business from now on makes the approval of drugs and devices a more predictable process. This legislation will also provide
patients with greater access to information
about new investigational treatments. Additionally, we established reasonable national uniformity standards for OTC drugs and cosmetics. These standards offer a excellent beginning for future discussions about national
uniformity for food products, discussions which
I hope will begin next year with hearings on
this issue.
Finally, Mr. Speaker, I am most pleased
about the provisions in this bill which relate to
food products. I had the wonderful experience
of working closely on these issues in a bipartisan fashion with the gentleman from Kentucky [Mr. WHITFIELD], the gentleman from
Wisconsin [Mr. KLUG], and the gentleman,
from Texas [Mr. HALL]. While some argued
that food reforms were too controversial to include in this bill, my colleagues and I never
stopped believing that we could craft reasonable and meaningful food reforms that would
be acceptable to the industry, FDA, and consumers alike. With the able assistance of our
committee counsels on both sides of the aisle,
Eric Berger and Kay Holcomb, the measures
you see before today accomplished this goal.
The food issues in this bill build on the success of the Nutrition Labeling and Education
Act and they represent a modest downpayment on more significant food law reforms.
The bill promises to provide important public
health benefits to consumers by enabling FDA
to act quickly on petitions for new health and
nutrient content claims and by removing impediments to critical food technologies like irradiation.
I join my colleagues from the Commerce
Committee in urging the immediate passage of
this legislation.
Mr. FRELINGHUYSEN. Mr. Speaker, I rise
today in support of H.R. 1411, a package of
three bills reforming the Food and Drug Administration.
Clearly, the modernization and streamlining
of the FDA are important goals which have
commanded considerable thought, time, and
energy from Members of Congress, the Agen-
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cy, and other ihterested parties. I am pleased
that we are acting today on this important legislation, and I look forward to swift passage
and enactment.
Mr. Speaker, I come from New Jersey. And
I am proud to say that my home State is considered the Nation's medicine chest. New Jersey is home to some of the world's most innovative pharmaceutical companies, including
Johnson & Johnson, Merck, American Home
Products, Schering Plough, Warner-Lambert,
Novartis, Hoffman-La Roche, and BristolMyers Squibb, just to name some of them.
More than 40,000 pharmaceutical company
employees are working in my State, leading
the way in discovering, researching, developing, and marketing life-saving new drugs. I
am proud to represent these individuals and
businesses.
While the bill will benefit these individuals,
by reauthorizing the Prescription Drug User
Fee Act [PDUFA] and streamlining and modernizing the Agency, I am supporting H.R.
1411 today because it benefits a larger group:
America's patients. All Americans who are in
desperate need of new therapies for Alzheimer's, Parkinson's disease, cancer, AIDS,
and all other maladies for which no adequate
drug treatment exists today. Furthermore, our

work benefits the world in every country where
there is sickness and suffering.
There is so much in this bipartisan bill that
is designed to help patients. There is the reauthorization of PDUFA, the enactment of which
has meant more to expediting approval of lifesaving new therapies than anything else. Last
year, the FDA approved 53 new drugs and 9
new biologics. Since enactment of PDUFA,
FDA has approved more than 125 new molecular entities-totally new medicines-all of
which have brought relief and benefit to patients.
H.R. 1411 also provides for expedited approval of life-saving new medicines and access to unapproved therapies for the most
critically ill among us. The bill allows manufacturers to disseminate information about unapproved uses of approved drugs, while ensuring that the information is balanced and encourages additional research on already-approved products.
The package also facilitates the development, clearance, and use of devices to maintain and improve public health and quality of
life.
Finally, H.R. 1411 maintains the Agency's
high standards of efficacy and consumer safety.
Mr. Speaker, when we enact this legislation,
we will be giving the hope of better health and
longer lives to millions of Americans and people around the world. That is good news for

New Jersey and good news for America. I
urge support of this legislation.
Mr. STEARNS. Mr. Speaker, I rise in support of H.R. 1411. First, I would like to thank
Chairman BLILEY and Chairman BILIRAKIS and
the staff for getting us to this point. It has
been a long and at times very difficult process
and you are to be commended for your leadership.
I would also like to give special thanks to
my colleagues, Representatives RICHARD
BURR, JOE BARTON, and ED WHITFIELD for all
their hard work on these three bills.
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Legislative proposals to reform the FDA to
speed up the approval process for new drugs
and medical devices and to improve the regulation and labeling of food is long overdue. Today's vote is historic and I am pleased to see
that we have finally gotten to this point.
The problems associated with FDA's regulation of products and related issues are already
known in the biomedical industry. Several key
issues are: how regulation affects patient access to new drugs, how it impedes new drugs
and biotechnology products from being
brought to market, and how regulatory delays
are forcing drug and medical device compa-

nies overseas.
If we are to continue to compete in this
global economy, we must streamline the current FDA approval process. Because European review of new medical technologies is
more efficient and timely than the FDA, these
companies are increasingly moving out of the
United States. Start-up biotech companies,
also unable to meet the capital demands due
to the lengthy and uncertain FDA process,
have lost thousands of jobs through both di-

rect exports and opportunity costs.
While our position has slipped in recent
years, the United States is still the world's
leader in the development and production of
medical technology. However, the sad fact is
that the United States is beginning to lose
ground in health technology to foreign competitors. Unless we provide relief for this industry and curb FDA's burdensome over regulation and countless delays in the approval
process, we will continue to see a steady erosion in an industry in which we have always
been recognized as a world leader.

It is very gratifying to be a part of this process and I want to applaud the Commerce
Committee's desire to make these necessary
changes contained in the legislation before us
today. We have an opportunity to reverse the
trends which have our companies going outside the United States to conduct initial development of new products. When this occurs,
not only do we lose jobs, but we also lose
U.S.-produced technologies.
One question that we might ask is: What
are we doing in comparison to the rest of the
world. For instance, it might be useful to have
a list of these products and whether they have
been approved in tier one countries and for
how long. Perhaps there should be some type
of annual report that provides us with that type
of data. If the FDA objects to this, I think it

might be advisable to ask what we can do to
make sure that the FDA makes such information available in the future.

While I wholeheartedly support H.R. 1411, I
want to call my colleagues attention to an
issue I believe is of tremendous importance
and that needs to be addressed.
On March 6, 1997, the FDA issued an advance notice of proposed rulemaking [ANPR]
that set forth its plan to ban CFC-containing
metered-dose inhalers once certain criteria are
met. The plan was developed in collaboration
with the Environmental Protection Agency
[EPA] and is intended to eliminate the minuscule amount of CFC's currently allowed to be
used for medications delivered by metereddose inhalers.
We need to protect the health and wellbeing of the millions of Americans that use

metered-dose
chlorofluorocarbon-containing
inhalers to treat their respiratory conditions.
My colleague, CHRISTOPHER SMITH, and I introduced H.R. 2221. This bill will require the Secretary of Health and Human Services to take
no further action on FDA's proposed ban on
chlorofluorocarbon [CFC]-containing metereddose inhalers.
During the full committee markup of
PDUFA, I offered an amendment to rectify a
serious issue that has arisen due to actions
taken by the FDA. Because I did not want to
impede the process, I withdrew my amendment. However, I do intend to pursue this
issue until I am satisfied that all patients who
rely on such life saving drugs will not be denied their rights to such medications.
Again, I want to reiterate my support for
H.R. 1411 and look forward to its final passage.
Mr. RAMSTAD. Mr. Speaker, I rise in support of the package of Food and Drug Administration [FDA] reform bills before us today.
I support this entire package, but I would
like to specifically talk about title II of this bill,
which addresses medical devices.
Reforming FDA's approval process for medical devices is something I have worked on
since I first come to Congress in 1991. I have
long argued we can save lives, health care
dollars, and jobs by creating a more hospitable climate for our biotechnology, pharmaceutical, food, and medical device industries.
That's why, in November 1993, former Rep.
Tim Valentine-D-NC-and I founded the bipartisan House Medical Technology Caucus to
educate our colleagues on the issues facing
the medical technology sector, including the
FDA approval process.
As' a cosponsor of H.R. 1710, the base language for title II, I know the legislation to expedite review of medical devices will go a long
way toward bringing medical devices to market faster, thereby saving lives and creating
jobs in this country. With intelligent coordination of regulatory strategies consistent with
good science and good manufacturing practices, we can move needed drugs and medical
devices to consumers in less time without increasing risk.
The FDA must review products and procedures promptly and effectively, since one of
the most important ways to help individuals in
need of lifesaving products and procedures is
to make sure these products are made accessible as soon as possible without compromising safety.
It now takes 15 years and $350 million to
get the average new drug from the laboratory
to the patient. The average time for the FDA
to approve a medical device has increased
from 415 days in 1990 to 773 in 1995-even
through the FDA is currently required by law
to taken no longer than 180 days to approve
new devices. In addition, the majority of all
new drugs approved by the FDA in the last 5
years were already in use overseas.
The package of FDA reform legislation will
improve the approval process for medical devices, drugs, and biological products without
reducing the level of protection for safety or
effectiveness.
I urge my colleagues to support this bill
today. The patients in our country who have
been denied access to lifesaving drugs and
devices deserve nothing less.
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Mr. SHAYS. Mr. Speaker, I rise in support
of H.R. 1411, the Food and Drug Administration Regulatory Modernization Act of 1997. I
commend the committee for bringing this bipartisan bill to the full House for consideration.
Since I became chairman of the Government Reform and Oversight Committee's Subcommittee on Human Resources, we have
held 14 oversight hearings on the Food and
Drug Administration [FDA]. In the course of
oversight hearings on medical device regulatory standards, food safety, the food additive
petition review process, and the safety of the
Nation's blood supply, we found the agency
needs to be modernized and streamlined. This
bill makes progress toward these goals, while
protecting the public health.
I am particularly pleased the compromise
struck by the committee provides greater clarity to the medical device approval process by
ensuring that FDA's review will be based on
the intended use cited on the proposed label
submitted by the manufacturer. As an added
safeguard, FDA will have procedures to require the manufacturer to place a warning on
the label if the agency believes the device will
be used for conditions other tan those listed
on the label.
Enactment of this legislation will result in
lifesaving therapies reaching patients in a
more timely fashion. I commend the Commerce Committee for its fair and deliberate approach to meaningful FDA reform.
Mr. FRELINGHUYSEN. Mr. Speaker, I rise
to day in support of H.R. 1411, legislation
which includes three important reforms and
commend Chairman BLILEY and his Commerce Committee for all their hard work on
this bill.
First, the bill will reauthorize the Prescription
Drug User Fee Act, a user fee that has been
tremendously effective in expediting the FDA
drug approval process. That reauthorization is
absolutely critical.
Second, H.R. 1411 streamlines and vastly
improves the FDA drug approval process,
clearing the way for lifesaving new drugs to
reach individuals in need of them.
Finally, the package facilitates the development, clearance, and use of devices to maintain public health and improve the quality of
life for many Americans and so many people
around the world that are sick and suffering.
This legislation is certainly a priority for the
State of New Jersey, which is home to many
of the most innovative pharmaceutical companies and more than 40,000 employees, that
have led the way in research, development,
and marketing of lifesaving new drugs
throughout the world.
However, New Jersey is also home to even
more individuals that are in desperate need of
new therapies for Alzheimer's, Parkinson's disease, cancer, AIDS and other diseases, for
which no adequate drug treatment exists
today.
I am pleased that the legislation also maintains and strengthens protection for consumers under the Food and Drug Administration Director.
I would like to commend the Commerce
Committee for their hard work on this bill and

urge support for H.R. 1411.
The SPEAKER pro tempore (Mr.
QUINN). The question is on the motion
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offered by the gentleman from Virginia
[Mr. BLILEY] that the House suspend
the rules and pass the bill, H.R. 1411, as
amended.
The question was taken; and (twothirds having voted in favor thereof)
the rules were suspended and the bill,
as amended, was passed.
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Sec. 404. Consideration of labeling claims for
Sec. 812. Reauthorization of clinical pharproduct review.
macology program.
Sec. 405. Certainty of review timeframes.
Sec. 813. Monograph for sunburn products.
Sec. 406. Limitations on Initial classifica- Sec. 814. Safety report disclaimers.
tion determinations.
SEC. 3. REFERENCES.
Sec. 407. Clarification with respect to a genExcept as otherwise expressly provided,
eral use and specific use of a dewherever in this Act an amendment or repeal
vice.
Sec. 408. Clarification of the number of re- is expressed in terms of an amendment to, or
repeal of, a section or other provision, the
quired clinical investigations
O 1130
reference shall be considered to be made to a
for approval.
section or other provision of the Federal
The title of the bill was amended so Sec. 409. Prohibited acts.
Food, Drug, and Cosmetic Act (21 U.S.C. 321
as to read: "A bill to amend the FedTITLE V-IMPROVING ACCOUNTABILITY
et seq.).
eral Food, Drug, and Cosmetic Act to
Sec. 501. Agency plan for statutory compliTITLE I-IMPROVING PATIENT ACCESS
improve the regulation of food, drugs,
ance and annual report.
cosmetics, and devices, and for other
SEC. 101. MISSION OF THE FOOD AND DRUG ADTITLE VI-BETTER ALLOCATION OF
MINISTRATION.
purposes.".
RESOURCES BY SETTING PRIORITIES
A motion to reconsider was laid on Sec. 601. Minor modifications.
Section 903 (21 U.S.C. 393) is amended(1)
by
redesignating
subsections (b) and (c)
the table.
Sec. 602. Environmental impact review.
Mr. BLILEY. Mr. Speaker, I ask Sec. 603. Exemption of certain classes of de- as subsections (c) and (d), respectively; and
(2) by inserting after subsection (a) the folunanimous consent to take from the
vices from premarket notificalowing:
tion requirement.
Speaker's table the Senate bill (S. 830)
"(b) MISSION.to amend the Federal Food, Drug, and Sec. 604. Evaluation of automatic class III
"(1) IN GENERAL.-The Secretary, acting
designation.
Cosmetic Act and the Public Health
through the Commissioner, and in consultaService Act to improve the regulation Sec. 605. Secretary's discretion to track de- tion, as determined appropriate by the Secvices.
of food, drugs, devices, and biological Sec. 606. Secretary's discretion to conduct retary, with experts in science, medicine,
and public health, and in cooperation with
products, and for other purposes, and
postmarket surveillance.
consumers, users, manufacturers, importers,
ask for its immediate consideration in Sec. 607. Reporting.
packers, distributors, and retailers of reguthe House.
Sec. 608. Pilot and small-scale manufacture.
The Clerk read the title of the Senate Sec. 609. Requirements for radiopharma- lated products, shall protect the public
health by taking actions that help ensure
ceuticals.
bill.
thatThe SPEAKER pro tempore (Mr. Sec. 610. Modernization of regulation of bio'"(A) foods are safe, wholesome, sanitary,
logical products.
QUINN). Is there objection to the resupplemental applica- and properly labeled;
quest of the gentleman from Virginia? Sec. 611. Approval of approved
"'(B)human and veterinary drugs, includproducts.
tions for
There was no objection.
ing biologics, are safe and effective;
Sec. 612: Health care economic information.
The Clerk read the Senate bill as fol- Sec. 613. Expediting study and approval of
"(C) there is reasonable assurance of safety
and effectiveness of devices intended for
lows:
fast track drugs.
S.830
Sec. 614. Manufacturing changes for drugs human use;
'(D) cosmetics are safe; and
and biologics.
Be it enacted by the Senate and House of Rep"(E) public health and safety are protected
Sec. 615. Data requirements for drugs and
resentatives of the United States of America in
from
electronic product radiation.
biologics.
Congress assembled,
"(2) SPECIAL RULES.-The Secretary, acting
Sec. 616. Food contact substances.
SECTION 1. SHORT TITLE.
through the Commissioner, shall promptly
This Act may be cited as the "Food and Sec. 617. Health claims for food products.
and efficiently review clinical research and
Drug Administration Modernization and Ac- Sec. 618. Pediatric studies marketing exclu- take appropriate action on the marketing of
sivity.
countability Act of 1997".
regulated products in a manner that does not
Sec. 619. Positron emission tomography.
SEC. 2. TABLE OF CONTENTS.
unduly impede innovation or product availSec. 620. Disclosure.
The table of contents for this Act is as folability. The Secretary, acting through the
Sec. 621. Referral statements relating to
lows:
Commissioner, shall participate with other
food nutrients.
countries tc reduce the burden of regulation,
Sec. 1. Short title.
TITLE VII-FEES RELATING TO DRUGS
to harmonize regulatory requirements, and
Sec. 2. Table of contents.
Sec. 701. Short title.
Sec. 3. References.
to achieve appropriate reciprocal arrangeSec. 702. Findings.
ments with other countries.".
TITLE I-IMPROVING PATIENT ACCESS
Sec. 703. Definitions.
SEC. 102. EXPANDED ACCESS TO INVESTIGASec. 101. Mission of the Food and Drug AdSec. 704. Authority to assess and use drug
TIONAL THERAPIES.
ministration.
fees.
Chapter V (21 U.S.C. 351 et seq.) is amended
Sec. 102. Expanded access to investigational
Sec. 705. Annual reports.
therapies.
by adding at the end the following:
Sec. 706. Effective date.
Sec. 103. Expanded humanitarian use of de"Subchapter D-Unapproved Therapies and
Sec. 707. Termination of effectiveness.
vices.
Diagnostics
TITLE VIII-MISCELLANEOUS
TITLE II-INCREASING ACCESS TO
"SEC. 551. EXPANDED ACCESS TO UNAPPROVED
foreign
establishof
801.
Registration
Sec.
EXPERTISE AND RESOURCES
THERAPIES AND DIAGNOSTICS.
ments.
Sec. 201. Interagency collaboration.
Sec"(a) EMERGENCY SITUATIONS.-The
Sec. 202. Sense of the committee regarding Sec. 802. Elimination of certain labeling reretary may, under appropriate conditions dequirements.
mutual recognition agreements
termined by the Secretary, authorize the
and global harmonization ef- Sec. 803. Clarification of seizure authority.
Sec. 804. Intramural research training award shipment of investigational drugs (including
forts.
investigational biological products), or inprogram.
Sec. 203. Contracts for expert review.
vestigational devices, (as defined in regulaSec. 805. Device samples.
Sec. 204. Accredited-party reviews.
tions prescribed by the Secretary) for the diSec. 806. Interstate commerce.
Sec. 205. Device performance standards.
agnosis, monitoring, or treatment of a serinonfor
uniformity
Sec. 807. National
TITLE III-IMPROVING COLLABORATION
prescription drugs and cos- ous disease or condition in emergency situaAND COMMUNICATION
tions.
metics.
Sec. 301. Collaborative determinations of de"(b) INDIVIDUAL PATIENT ACCESS TO INVESSec. 808. Information program on clinical
vice data requirements.
trials for serious or life-threat- TIGATIONAL PRODUCTS INTENDED FOR SERIOUS
Sec. 302. Collaborative review process.
DISEASES.--Any person, acting through a
ening diseases.
TITLE IV-IMPROVING CERTAINTY AND
Sec. 809. Application of Federal law to the physician licensed in accordance with State
CLARITY OF RULES
law, may request from a manufacturer or
of
pharmacy
practice
distributor, and any manufacturer or discompounding.
Sec. 401. Policy statements.
tributor may provide to such physician after
Sec. 810. Reports of postmarketing approval
Sec. 402. Product classification.
compliance with the provisions of this substudies.
to
premarket
Sec. 403. Use of data relating
section, an investigational drug (including
approval.
Sec. 811. Information exchange.
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an investigational biological product), or indence, taken as a whole, provides a reasonvestigational device, (as defined in regula- able basis to conclude that the product may
tions prescribed by the Secretary) for the di- be effective for its intended use and would
agnosis, monitoring, or treatment of a seri- not expose patients to an unreasonable and
ous disease or condition ifsignificant risk of illness or injury.
"(1) the licensed physician determines that A protocol submitted under this subsection
the person has no comparable or satisfactory
shall be subject to the provisions of section
alternative therapy available to diagnose,
505(i) or 520(g) and regulations promulgated
monitor, or treat the disease or condition inunder section 505(1) or 520(g). The Secretary
volved, and that the risk to the person from
may inform national, State, and local medthe investigational drug or investigational
ical associations and societies, voluntary
device is not greater than the risk from the
health associations, and other appropriate
disease or condition;
persons about the availability of an inves"(2) the Secretary determines that there is
tigational drug or investigational device
sufficient evidence of safety and effectiveunder expanded access protocols submitted
ness to support the use of the investigational
under this subsection. The information prodrug or investigational device in the case devided by the Secretary, in accordance with
scribed in paragraph (1):
the preceding sentence, shall be of the same
"(3) the Secretary determines that provision of the investigational drug or investiga- type of information that is required by sectional device will not interfere with the ini- tion 402(j)(3).
"(d) TERMINATION.-The Secretary may, at
tiation, conduct, or completion of clinical
any time, with respect to a person, manufacinvestigations to support marketing apturer, or distributor described in this secproval; and
"(4) the product sponsor, or clinical inves- tion, terminate expanded access provided
under
this section for an investigational
tigator, of the investigational drug or investigational device submits to the Secretary a drug (including an investigational biological
clinical protocol consistent with the provi- product) or investigational device if the resions of section 505(1) or 520(g) and any regu- quirements under this section are no longer
met.".
lations promulgated under section 505(1) or
520(g) describing the use of investigational SEC. 103. EXPANDED HUMANITARIAN USE OF DEVICES.
drugs or investigational devices in a single
Section 520(m) (21 U.S.C. 360j(m)) is amendpatient or a small group of patients.
"(c) TREATMENT INDs/IDEs.-Upon submis- ed(1) in paragraph (2), by adding at the end
sion by a product sponsor or a physician of a
protocol intended to provide widespread ac- the following flush sentences:
cess to an investigational product for eligi- "The request shall be in the form of an applible patients, the Secretary shall permit an cation submitted to the Secretary. Not later
investigational drug (including an investiga- than 75 days after the date of the receipt of
tional biological product) or investigational
the application, the Secretary shall issue an
device to be made available for expanded ac- order approving or denying the applicacess under a treatment investigational new
tion.";
drug application or investigational device
(2) in paragraph (4)exemption (as the terms are described in reg(A) in subparagraph (B), by inserting after
ulations prescribed by the Secretary) if the "(2)(A)" the following: ", unless a physician
Secretary determines thatdetermines that waiting for such an approval
"(1) under the treatment investigational from an institutional review committee will
new drug application or investigational de- cause harm or death to a patient, and makes
vice exemption, the investigational drug or a good faith effort to obtain the approval,
investigational device is intended for use in
and does not receive a timely response from
the diagnosis, monitoring, or treatment of a an institutional review committee
on the reserious or immediately life-threatening dis- quest of the physician for
approval to use the
ease or condition;
device for such treatment or diagnosis"; and
"(2) there is no comparable or satisfactory
(B) by adding at the end the following flush
alternative therapy available to diagnose,
sentences:
monitor, or treat that stage of disease or
"In a case in which a physician described in
condition in the population of patients to
which the investigational drug or investiga- subparagraph (B) uses a device without an
tional device is intended to be administered; approval from an institutional review com"(3)(A) the investigational drug or inves- mittee, the physician shall, after the use of
tigational device is under investigation in a the device, notify the chairperson of the institutional review committee of such use.
controlled clinical trial for the use described
in paragraph (1) under an effective investiga- Such notification shall include the identitional new drug application or investiga- fication of the patient involved, the date on
which the device was used, and the reason
tional device exemption; and
"(B) all clinical trials necessary for ap- for the use."; and
(3) by striking paragraph (5) and inserting
proval of that use of the investigational drug
or investigational device have been com- the following:
"(5) The Secretary may require a person
pleted;
"(4) the sponsor of the controlled clinical granted an exemption under paragraph (2) to
demonstrate
continued compliance with the
trials is actively pursuing marketing approval of the investigational drug or inves- requirements of this subsection if the Secretary believes such demonstration to be
tigational device for the use described in
necessary to protect the public health or if
paragraph (1) with due diligence;
the Secretary has reason to believe that the
"(5) the provision of the investigational
drug or investigational device will not inter- criteria for the exemption are no longer
fere with the enrollment of patients in ongo- met.".
TITLE II-INCREASING ACCESS TO
ing clinical investigations under section
EXPERTISE AND RESOURCES
505(i) or 520(g);
"(6) in the case of serious diseases, there is SEC. 201. INTERAGENCY COLLABORATION.
sufficient evidence of safety and effectiveSection 903(b) (21 U.S.C. 393(b)), as added by
ness to support the use described in para- section 101(2), is amended by adding at the
graph (1); and
end the following:
"(7) in the case of immediately life-threat"(3)
INTERAGENCY
COLLABORATION.-The
ening diseases, the available scientific evi- Secretary shall implement programs and
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policies that will foster collaboration between the Administration, the National Institutes of Health, and other science-based
Federal agencies, to enhance the scientific
and technical expertise available to the Secretary in the conduct of the duties of the
Secretary with respect to the development,
clinical
investigation,
evaluation,
and
postmarket monitoring of emerging medical
therapies, including complementary therapies, and advances in nutrition and food
science.".
SEC. 202. SENSE OF THE COMMITTEE REGARDING
MUTUAL
RECOGNITION
AGREEMENTS AND GLOBAL IIARMONIZATION EFFORTS.
It is the sense of the Committee on Labor
and Human Resources of the Senate that(1) the Secretary of Health and Human
Services should support the Office of the
United States Trade Representative, in con-

sultation with the Secretary of Commerce,
in efforts to move toward the acceptance of
mutual recognition agreements relating to
the regulation of drugs, biological products,
devices, foods, food additives, and color additives, and the regulation of good manufacturing practices, between
the European
Union and the United States;
(2) the Secretary of Health and Human
Services should regularly participate in
meetings with representatives of other foreign governments to discuss and reach agreement on methods and approaches to harmonize regulatory requirements; and
(3) the Office of International Relations of
the Department of Health and Human Services (as established under section 803 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 383)) should have the responsibility of
ensuring that the process of harmonizing
international regulatory requirements is

continuous.
SEC. 203. CONTRACTS FOR EXPERT REVIEW.
Chapter IX (21 U.S.C. 391 et seq.) is amended by adding at the end the following:
"SEC. 906. CONTRACTS FOR EXPERT REVIEW.
"(a) IN GENERAL."(1) AUTHORITY.-The Secretary may enter
into a contract with any organization or any
individual (who is not an employee of the Department) with expertise in a relevant discipline, to review, evaluate, and make recommendations to the Secretary on part or
all of any application or submission (including a petition, notification, and any other
similar form of request) made under this Act
for the approval or classification of an article or made under section 351(a) of the Public
Health Service Act (42 U.S.C. 262(a)) with respect to a biological product. Any such contract shall be subject to the requirements of
section 708 relating to the confidentiality of
information.
"(2) INCREASED EFFICIENCY AND EXPERTISE
THROUGH CONTRACTS.-The Secretary shall
use the authority granted in paragraph (1)
whenever the Secretary determines that a
contract described in paragraph (1) will improve the timeliness or quality of the review
of an application or submission described in
paragraph (1), unless using such authority
would reduce the quality, or unduly increase
the cost, of such review. Such improvement
may include providing the Secretary increased scientific or technical expertise that
is necessary to review or evaluate new therapies and technologies.
"(b) REVIEW OF EXPERT REVIEW."(1) IN GENERAL.-Subject to paragraph (2),
the official of the Food and Drug Administration responsible for any matter for which
expert review is used pursuant to subsection
a) shall review the recommendations of the
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organization or individual who conducted
the expert review and shall make a final decision regarding the matter within 60 days
after receiving the recommendations.
"(2) LIMITATION.-A final decision under
paragraph (1) shall be made within the applicable prescribed time period for review of the
matter as set forth in this Act or in the Public Health Service Act (42 U.S.C. 201 et seq.).
"(3)

AUTHORITY

OF

SECRETARY.-Notwith-

standing subsection (a), the Secretary shall
retain full authority to make determinations
with respect to the approval or disapproval
of an article under this Act, the approval or
disapproval of a biologics license with respect to a biological product under section
351(a) of the Public Health Service Act, or
the classification of an article as a device
under section 513(f)(1).".
SEC. 204. ACCREDITED-PARTY REVIEWS.

(a) IN GENERAL.-Subchapter A of chapter
V (21 U.S.C. 351 et seq.) is amended by adding
at the end the following:
"SEC. 523. ACCREDITED-PARTY PARTICIPATION.

"(a) ACCREDITATION.-Not later than 1 year
after the date of enactment of this section,
the Secretary shall accredit entities or individuals who are not employees of the Federal
Government to review reports made to the
Secretary under section 510(k) for devices
and make recommendations to the Secretary
regarding the initial classification of such
devices under section 513(f)(1), except that
this paragraph shall not apply to a report
made to the Secretary under section 510(k)
for a device that is"(1) for a use in supporting or sustaining
human life;
"(2) for implantation in the human body
for more than 1 year; or
"(3) for a use that is of substantial importance in preventing the impairment of
human health.
"(b)ACCREDITATION.-Within 180 days after
the date of enactment of this section, the
Secretary shall adopt methods of accreditation that ensure that entities or individuals
who conduct reviews and make recommendations under this section are qualified, properly trained, knowledgeable about handling
confidential documents and information, and
free of conflicts of interest. The Secretary
shall publish the methods of accreditation in
the Federal Register on the adoption of the
methods.

"(e) REVIEW BY SECRETARY.-

"(1) IN GENERAL.-The Secretary shall require an accredited entity or individual,
upon making a recommendation under this
section with respect to an initial classification of a device, to notify the Secretary in
writing of the reasons for such recommendation.
"(2)

TIME PERIOD

FOR REVIEW.-Not

later

than 30 days after the date on which the Secretary is notified under paragraph (1) by an
accredited entity or individual with respect
to a recommendation of an initial classification of a device, the Secretary shall make a
determination with respect to the initial
classification.
"(3)

SPECIAL RULE.-The

Secretary may

change the initial classification under section 513(f)(1) that is recommended by the accredited entity or individual under this section, and in such case shall notify in writing
the person making the report described in
subsection (a) of the detailed reasons for the
change.
"(f) DURATION.-The authority provided by
this section terminates"(1) 5 years after the date on which the
Secretary notifies Congress that at least 2
persons accredited under subsection (b) are
available to review at least 60 percent of the
submissions under section 510(k); or
"(2) 4 years after the date on which the
Secretary notifies Congress that at least 35
percent of the devices that are subject to review under subsection (a), and that were the
subject of final action by the Secretary in
the fiscal year preceding the date of such notification, were reviewed by the Secretary
under subsection (e),
whichever occurs first.
"(g) REPORT.-

"(1) IN GENERAL.-NOt later than 1 year
after the date of enactment of this section,
the Secretary shall contract with an Independent research organization to prepare and
submit to the Secretary a written report examining the use of accredited entities and
individuals to conduct reviews under this
section. The Secretary shall submit the report to Congress not later than 6 months
prior to the conclusion of the applicable period described in subsection (f).
"(2) CONTENTS.-The report by the independent research organization described in
(1) shall identify the benefits or
paragraph
"(c) WITHDRAWAL OF ACCREDITATION.-The
Secretary may suspend or withdraw the ac- detriments to public and patient health of
creditation of any entity or individual ac- using accredited entities and individuals to
credited under this section, after providing conduct such reviews, and shall summarize
notice and an opportunity for an informal all relevant data, including data on the rehearing, if such entity or individual acts in view of accredited entities and individuals
a manner that is substantially not in compli- (including data on the review times, recance with the requirements established by ommendations, and compensation of the enthe Secretary under subsection (b), including tities and individuals), and data on the rethe failure to avoid conflicts of interest, the view of the Secretary (including data on the
failure to protect confidentiality of informa- review times, changes, and reasons for
tion, or the failure to competently review changes of the Secretary).".
(b) RECORDKEEPING.-Section 704 (21 U.S.C.
premarket submissions for devices.
374) is amended by adding at the end the fol"(d) SELECTION AND COMPENSATION.-A person who intends to make a report described lowing:
"(f)(1) A person accredited under section
in subsection (a) to the Secretary shall have
the option to select an accredited entity or 523 to review reports made under section
individual to review such report. Upon the 510(k) and make recommendations of initial
request by a person to have a report re- classifications of devices to the Secretary
viewed by an accredited entity or individual, shall maintain records documenting the
the Secretary shall identify for the person no training qualifications of the person and the
less than 2 accredited entities or individuals employees of the person, the procedures used
from whom the selection may be made. Com- by the person for handling confidential inforpensation for an accredited entity or indi- mation, the compensation arrangements
vidual shall be determined by agreement be- made by the person in accordance with sectween the accredited entity or individual and tion 523(d), and the procedures used by the
the person who engages the services of the person to identify and avoid conflicts of inaccredited entity or individual and shall be terest. Upon the request of an officer or empaid by the person who engages s.uch serv- ployee designated by the Secretary, the perices.
son shall permit the officer or employee, at
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all reasonable times, to have access to, to
copy, and to verify, the records.
"(2) Within 15 days after the receipt of a
written request from the Secretary to a person accredited under section 523 for copies of
records described in paragraph (1), the person
shall produce the copies of the records at the
place designated by the Secretary.".
SEC. 205. DEVICE PERFORMANCE STANDARDS.
(a) ALTERNATIVE PROCEDURE.-Section 514

(21 U.S.C. 360d) is amended by adding at the
end the following:
"Recognition of a Standard
"(c)(1)(A) In addition to establishing performance standards under this section, the
Secretary may, by publication in the Federal
Register, recognize all or part of a performance standard established by a nationally or
internationally recognized standard development organization for which a person may
submit a declaration of conformity in order
to meet premarket submission requirements
or other requirements under this Act to
which such standards are applicable.
"(B) If a person elects to use a performance
standard recognized by the Secretary under
subparagraph (A) to meet the requirements
described in subparagraph (A), the person
shall provide a declaration of conformity to
the Secretary that certifies that the device
is in conformity with such standard. A person may elect to use data, or information,
other than data required by a standard recognized under subparagraph (A) to fulfill or
satisfy any requirement under this Act.
"(2) The Secretary may withdraw such recognition of a performance standard through
publication of a notice in the Federal Register that the Secretary will no longer recognize the standard, if the Secretary determines that the standard is no longer appropriate for meeting the requirements under

this Act.
"(3)(A) Subject to subparagraph (B), the
Secretary shall accept a declaration of conformity that a device.is in conformity with
a standard recognized under paragraph (1)
unless the Secretary finds"(i) that the data or information submitted to support such declaration does not
demonstrate that the device is in conformity
with the standard identified in the declaration of conformity; or
"(ii) that the standard identified in the
declaration of conformity is not applicable
to the particular device under review.
"(B) The Secretary may request, at any
time, the data or information relied on by
the person to make a declaration of conformity with respect to a standard recognized under paragraph (1).
"(C) A person relying on a declaration of
conformity with respect to a standard recognized under paragraph (1) shall maintain the
data and information demonstrating conformity of the device to the standard for a
period of 2 years after the date of the classification or approval of the device by the Secretary or a period equal to the expected design life of the device, whichever is longer.".
(b) SECTION 301.-Section 301 (21 U.S.C. 331)
is amended by adding at the end the following:
"(x) The falsification of a declaration of
conformity submitted under subsection (c) of
section 514 or the failure or refusal to provide data or information requested by the
Secretary under section 514(c)(3).".
(c) SECTION 501.-Section 501(e) (21 U.S.C.
351(e)) is amended(1) by striking "(e)" and inserting "(e)(1)";
and
(2) by inserting at the end the following:
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"(2) If it is declared to be, purports to be,
or is represented as, a device that is in conformity with any performance standard recognized under section 514(c) unless such device is in all respects in conformity with
such standard.".
TITLE Ill-IMPROVING COLLABORATION
AND COMMUNICATION
SEC. 301. COLLABORATIVE DETERMINATIONS OF
DEVICE DATA REQUIREMENTS.
Section 513(a)(3) (21 U.S.C. 360c(a)(3)) is
amended by adding at, the end the following:
"(C)(i)(I) The Secretary, upon the written
request of any person intending to submit an
application under section 515, shall meet
with such person to determine the type of
valid scientific evidence (within the meaning
of subparagraphs (A) and (B)) that will be
necessary to demonstrate the effectiveness
of a device for the conditions of use proposed
by such person, to support an approval of an
application. The written request shall include a detailed description of the device, a
detailed description of the proposed conditions of use of the device, a proposed plan for
determining whether there is a reasonable
assurance of effectiveness, and, if available,
information regarding the expected performance from the device. Within 30 days after
such meeting, the Secretary shall specify in
writing the type of valid scientific evidence
that will provide a reasonable assurance that
a device is effective under the conditions of
use proposed by such person.
"(II) Any clinical data, including 1 or more
well-controlled investigations, specified in
writing by the Secretary for demonstrating a
reasonable assurance of device effectiveness
shall be specified as a result of a determination by the Secretary"(aa) that such data are necessary to establish device effectiveness; and
"(bb) that no other less burdensome means
of evaluating device effectiveness is available that would have a reasonable likelihood
of resulting in an approval.
"(ii) The determination of the Secretary
with respect to the specification of valid scientific evidence under clause (i) shall be
binding upon the Secretary, unless such determination by the Secretary could be contrary to the public health.".
SEC. 302. COLLABORATIVE REVIEW PROCESS.
Section 515(d) (21 U.S.C. 360e(d)) is amendedl(1) in paragraph (1)(A), by striking "paragraph (2) of this subsection" each place it appears and inserting "paragraph (4)";
(2) by redesignating paragraphs (2) and (3)
as paragraphs (4) and (5), respectively; and
(3) by inserting after paragraph (1) the following:
"(2)(A)(i) The Secretary shall, upon the
written request of an applicant, meet with
the applicant, not later than 100 days after
the receipt of an application from the applicant that has been filed as complete under
subsection (c), to discuss the review status of
the application.
"(ii) If the application does not appear in a
form that would require an approval under
this subsection, the Secretary shall in writing, and prior to the meeting, provide to the
applicant a description of any deficiencies in
the application identified by the Secretary
based on an interim review of the entire application and identify the information that
is required to correct those deficiencies.
"(iii) The Secretary and the applicant
may, by mutual consent, establish a different schedule for a meeting required under
this paragraph.
"(B) The Secretary shall notify the applicant immediately of any deficiency identi-

fied In the application that was not described
as a deficiency in the written description
provided by the Secretary under subparagraph (A).".
TITLE IV-!MPROVING CERTAINTY AND
CLARITY OF RULES
SEC. 401. POLICY STATEMENTS.
Section 701(a) (21 U.S.C. 371(a)) is amended(1) by striking "(a) The" and inserting
"(a)(1) The"; and
(2) by adding at the end the following:
"(2) Not later than February 27, 1999, the
Secretary, after evaluating the effectiveness
of the Good Guidance Practices document
published in the Federal Register at 62 Fed.
Reg. 8961, shall promulgate a regulation
specifying the policies and procedures of the
Food and Drug Administration for the development, issuance, and use of guidance documents.".
SEC. 402. PRODUCT CLASSIFICATION.
Chapter VII (21 U.S.C. 371 et seq.) is amended by adding at the end the following:
"Subchapter D-Classification of Products
and Environmental Impact Reviews
"SEC. 741. CLASSIFICATION OF PRODUCTS.
"(a) REQUEST.-A person who submits an
application or submission (including a petition, notification, and any other similar
form of request) under this Act, may submit
a request to the Secretary respecting the
classification of an article as a drug, biological product, device, or a combination product subject to section 503(g) or respecting the
component of the Food and Drug Administration that will regulate the article. In submitting the request, the person shall recommend a classification for the article, or a
component to regulate the arcicle, as appropriate.
:(b) STATEMENT.-Not later than 60 days
after the receipt of the request described in
subsection (a), the Secretary shall determine
the classification of the article or the component of the Food and Drug Administration
that will regulate the article and shall provide to the person a written statement that
identifies the classification of the article or
the component of the Food and Drug Administration that will regulate the article and
the reasons for such determination. The Secretary may not modify such statement except with the written consent of the person
or for public health reasons.
"(c) INACTION OF SECRETARY.-If the Secretary does not provide the statement within
the 60-day period described in subsection (b),
the recommendation made by the person
under subsection (a) shall be considered to be
a final determination by the Secretary of the
classification of the article or the component of the Food and Drug Administration
that will regulate the article and may not be
modified by the Secretary except with the
written consent of the person or for public
health reasons.".
SEC. 403. USE OF DATA RELATING TO PREMARKET APPROVAL.
(a)
IN GENERAL.-Section
520(h)(4)
(21
U.S.C. 360j(h)(4)) is amended to read as follows:
"(4)(A) Any information contained in an
application for premarket approval filed
with the Secretary pursuant to section 515(c)
(including information from clinical and preclinical tests or studies that demonstrate
the safety and effectiveness of a device, but
excluding descriptions of methods of manufacture and product composition) shall be
available, 6 years after the application has
been approved by the Secretary, for use by
the Secretary in-
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"(1) approving another device;
"(11) determining whether a product development protocol has been completed, under
section 515 for another device;
"(iii) establishing a performance standard
or special control under this Act; or
"(iv) classifying or reclassifying another
device under section 513 and subsection (1)(2).
"(B) The publicly available detailed summaries of information respecting the safety
and effectiveness of devices required by paragraph (1)(A) shall be available for use by the
Secretary as the evidentiary basis for the
agency actions described in subparagraph
(A)."
AMENDMENT.-Section
(b)
CoNFORMING
517(a) (21 U.S.C. 360g(a)) is amended(1) in paragraph (8), by adding "or" at the
end;
(2) in paragraph (9), by striking ", or" and
inserting a comma; and
(3) by striking paragraph (10).
SEC. 404. CONSIDERATION OF LABELING CLAIMS
FOR PRODUCT REVIEW.
APPROVAL.-Section
(a)
PREMARKET
515(d)(1)(A) (21 U.S.C. 360e(d)(1)(A)) is amended by adding at the end the following flush
sentences:
"In making the determination whether to
approve or deny the application, the Secretary shall rely on the conditions of use included In the proposed labeling as the basis
for determining whether or not there is a
reasonable assurance of safety and effectiveness, if the proposed labeling is neither false
nor misleading. In determining whether or
not such labeling is false or misleading, the
Secretary shall fairly evaluate all material
facts pertinent to the proposed labeling.".
NOTIFICATION.-Section
(b)
PREMARKET
513(i)(1) (21 U.S.C. 360c(i)(1)) is amended by
adding at the end the following:
"(C) Whenever the Secretary requests information to demonstrate that the devices
with differing technological characteristics
are substantially equivalent, the Secretary
shall only request information that is necessary to make a substantial equivalence determination. In making such a request, the
Secretary shall consider the least burdensome means of demonstrating substantial
equivalence and shall request information
accordingly.
"(D) The determination of the Secretary
under this subsection and section 513f)(1)
with respect to the intended use of a device
shall be based on the intended use Included
in the proposed labeling of the device submitted in a report under section 510(k).".
(c) RULE OF CONS'TRUCTION.-Nothing in the
amendments made by subsections (a) and (b)
shall be construed to alter any authority of
the Secretary of Health and Human Services
to regulate any tobacco product, or any additive or ingredient of a tobacco product.
SEC. 405. CERTAINTY OF REVIEW TIMEFRAMES.
(a) CLARIFICATION ON THE 90-DAY TIMEFRAME FOR PREMARKET NOTIFICATION REVIEWS.-Section 510(k) (21 U.S.C. 360) is
amended by adding at the end the following
flush sentence:
"The Secretary shall review the report required by this subsection and make a determination under section 513(f)(1) not later
than 90 (lays after receiving the report.".
(b) ONE-CYCLE REVIEW.-Section 515(d) (21
U.S.C. 360e(d)), as amended by section 302, is
amended by inserting after paragraph (2) the
following:
"(3) Except as provided in paragraph (1),
the period for the review of an application by
the Secretary under this subsection shall be
not more than 180 days. Such period may not
be restarted or extended even if the application Is amended. The Secretary is not required to review a major amendment to an
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application, unless the amendment is made
in response to a request by the Secretary for
information:".
SEC. 406. LIMITATIONS ON INITIAL CLASSIFICATION DETERMINATIONS.
Section 510 (21 U.S.C. 360) is amended by
adding at the end the following:

"(m) The Secretary may not withhold a determination of the initial classification of a
device under section 513(f)(1) because of a
failure to comply with any provision of this
Act that is unrelated to a substantial
equivalence decision, including a failure to
comply with the requirements relating to
good manufacturing practices under section
520(f.".
SEC. 407. CLARIFICATION WITH RESPECT TO A
GENERAL USE AND SPECIFIC USE OF
A DEVICE.
Not later than 270 days after the date of
enactment of this section, the Secretary of
Health and Human Services shall promulgate
a final regulation specifying the general
principles that the Secretary of Health and
Human Services will consider in determining
when a specific intended use of a device is
not reasonably included within a general use
of such device for purposes of a determination of substantial equivalence under section
513(f)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360c(f)(1)).
SEC. 408. CLARIFICATION OF THE NUMBER OF
REQUIRED CLINICAL INVESTIGATIONS FOR APPROVAL.
(a) DEVICE CLASSES.-Section 513(a)(3)(A)
(21 U.S.C. 360c(a)(3)(A)) is amended by striking "clinical investigations" and inserting
"1 or more clinical investigations".
(b) NEW DRuos.-Section 505(d) (21 U.S.C.
355(d)) is amended by adding at the end the
following: "Substantial evidence may, as appropriate, consist of data from 1 adequate
and well-controlled clinical investigation
and confirmatory evidence (obtained prior to
br after such investigation), if the Secretary
determines, based on relevant science, that
such data and evidence are sufficient to establish effectiveness.".
SEC. 409. PROHIBITED ACTS.
Section 301(1) (21 U.S.C. 331(1)) is repealed.
TITLE V-IMPROVING ACCOUNTABILITY
SEC. 501. AGENCY PLAN FOR STATUTORY COMPLIANCE AND ANNUAL REPORT.
Section 903(b) (21 U.S.C. 393(b)), as amended
by section 201, is further amended by adding
at the end the following:
"(4) AGENCY PLAN FOR STATUTORY COMPLIANCE.'(A) IN GENERAL.-Not later than 180 days
after the date of enactment of this para-

graph, the Secretary, after consultation with
relevant experts, health care professionals,
representatives of patient and consumer advocacy groups, and the regulated industry,
shall develop and publish in the Federal Register a plan bringing the Secretary into compliance with each of the obligations of the
Secretary under this Act and other relevant
statutes. The Secretary shall biannually review the plan and shall revise the plan as

necessary, in consultation with such persons.
"(B) OBJECTIVES OF AGENCY PLAN.-The
plan required by subparagraph (A) shall establish objectives, and mechanisms to be
used by the Secretary, acting through the
Commissioner, including
objectives
and

mechanisms that"(I) minimize deaths of, and harm to, persons who use or may use an article regulated
under this Act;
"(ii) maximize the clarity of, and the
availability of information about, the process for review of applications and submissions (including petitions, notifications, and

any other similar forms of request) made
under this Act, including information for potential consumers and patients concerning
new products;
"(iii)
implement
all
inspection
and
postmarket monitoring provisions of this
Act by July 1, 1999;
"(iv) ensure access to the scientific and
technical expertise necessary to ensure compliance by the Secretary with the statutory
obligations described in subparagraph (A);
"(v) establish a schedule to bring the Administration into full compliance by July 1,
1999, with the time periods specified in this
Act for the review of all applications and
submissions described in clause (ii) and submitted after the date of enactment of this
paragraph; and
"(vi) reduce backlogs in the review of all
applications and submissions described in
clause (ii) for any article with the objective
of eliminating all backlogs in the review of
the applications and submissions by January
1, 2000.
"(5) ANNUAL REPORT."(A) CONTENTS.-The Secretary shall prepare and publish in the Federal Register and
solicit public comment on an annual report

that"(i) provides detailed statistical information on the performance of the Secretary
under the plan described in paragraph (4);
"(ii) compares such performance of the
Secretary with the objectives of the plan and
with the statutory obligations of the Secretary;
"(iii) analyzes any failure of the Secretary
to achieve any objective of the plan or to
meet any statutory obligation;
"(iv) identifies any regulatory policy that
has a significant impact on compliance with
any objective of the plan or any statutory
obligation; and
"(v) sets forth any proposed revision to
any such regulatory policy, or objective of
the plan that has not been met.
"(B) STATISTICAL INFORMATION.-The statistical information described in subparagraph (A)(i) shall include a full statistical
presentation relating to all applications and
submissions (including petitions, notifications, and any other similar forms of request) made under this Act and approved or
subject to final action by the Secretary during the year covered by the report. In preparing the statistical presentation, the Secretary shall take into account the date of"(i) the submission of any investigational
application;
"(ii) the application of any clinical hold;
"(iii) the submission of any application or
submission (Including a petition, notification, and any other similar form of request)
made under this Act for approval or clear-

ance;
"(iv) the acceptance for filing of any application or submission described in clause (ill)
for approval or clearance;
"(v) the occurrence of any unapprovable
action;
"(vi) the occurrence of any approvable action; and
"(vii) the approval or clearance of any application or submission described in clause
(iii).
"(C) SPECIAL RULE.-If the Secretary provides information in a report required by
section 705 of the Food and Drug Administration Modernization and Accountability Act
of 1997 or a report required by the amendments made by the Government Performance
and Results Act of 1993 and that information
is required by this paragraph, the report
shall be deemed to satisfy the requirements
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of this paragraph relating to that information.".
TITLE VI-BETTER ALLOCATION OF
RESOURCES BY SETTING PRIORITIES
SEC. 601. MINOR MODIFICATIONS.
(a) ACTION ON INVESTIGATIONAL DEVICE ExEMPTIONS.-Section 520(g) (21 U.S.C. 360j(g))
is amended by adding at the end the following:
"(6)(A) The Secretary shall, not later than
120 days after the date of enactment of this
paragraph, by regulation modify parts 812
and 813 of title 21, Code of Federal Regulations to update the procedures and conditions under which a device intended for
human use may, upon application by the
sponsor of the device, be granted an exemption from the requirements of this Act.
"(B) The regulation shall permit developmental changes in a device (includink manufacturing changes) in response to information collected during an investigation without requiring an additional approval of an
application for an investigational device exemption or the. approval of a supplement to
such application, if the sponsor of the investigation determines, based on credible information, prior to making any such changes,

that the changes"(i) do not affect the scientific soundness
of an investigational plan submitted under
paragraph (3)(A) or the rights, safety, or welfare of the human subjects involved in the
investigation; and
"(ii) do not constitute a significant change
or a significant change in basic
sign,
in dein
principles of operation, of the device.".
ON APPLICATION.-Section
(b) ! ACTION
515(d)(1)(B) (21 U.S.C. 360e(d)(1)(B)) is amended by adding at the end the following:
"(iii) The Secretary shall accept and review data and any other information from
er the authorinvestigations conducted undted
ity of regulations required by section 520(g),
to make a determination of whether there is
a reasonable assurance of safety and effectiveness of a device subject to a pending application under this section if"(I) the data or information is derived
from investigations of an earlier version of
the device, the device has been modified during or after the investigations (but prior to
submission of an application under subsection (c)) and such a modification of the
device does not constitute a significant
change in the design or in the basic principles of operation of the device that would
invalidate the data or information; or
"(II) the data or information relates to a
device approved under this section, is available for use under this Act, and is relevant
to the design and intended use of the device
for which the application is pending.".
ON SUPPLEMENTS.-Section
(c) ACTION
515(d) (21 U.S.C. 360e(d)), as amended by section 302, Is further amended by adding at the
end the following:
"'(6)(A)(i) A supplemental application shall
be required for any change to a device subject to an approved application under this
subsection that affects safety or effectiveness, unless such change is a modification in
a manufacturing procedure or method of
manufacturing and the holder of the approved application submits a written notice
to the Secretary that describes in detail the
change, summarizes the data or information
supporting the change, and informs the Secretary" that the change has been made under
the requirements of section 520(f).
"(ii) The holder of an approved application
who submits a notice under clause (i) with
respect to a manufacturing change of a device may distribute the device 30 days after

